
acuity outcomes afterward, postoperatively, as weJ1. 

as roviding us acuity outcomes b 

stratification by reoperative pathoI.ogy, we woul 

have some better knowledge as to the origin of 

these acuity outcomes. 

DR. BRADLEY: Just a follow-up question. 

Di YOU ave access to an eye by eye pre versus 

post acuity data set? 

R, LtEPRI: They rovided a ata set that 

I think was-- 

DR. BRADLEY: I mean the reason X ask that 

is are these --the impfication is the 40 percent wha 

end up with oor acuity started with poor acuity. 

DR. LEPRI: Right, But we have no 

evidence to verif that by providing wit 

analysis by the sponsor, and that's one of uur 

questions to them, ether information that we 

would be needing from them. 

DR. BRADLEY: A second question. gain, 

in one of your summaries, you were talking about 

capsule contraction. 

DR. LEPRI: Yes. 

DR. BRADLEY: After implant. And I just 

wondered ow is that possi le if you 

inside the capsule? Wow can it contract? 
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contraction forces exceed the expansion orc!es of 

the ring? 

DR* LEPRI: Well I we"re talking about on 

the surface of the bag t e fibrosis--okay-- 

of the histologica changes t at are occurring-- 

okay- -will change the forces a d pulf the 

epithelial layers on the outside of t e capsule 

bag. When they're talking about contraction, 1 

don't think that they necessarily ean that the 

whole bag contracts to a smaller state and just 

floats there. 

DR. BRADLEY: Okay. 

DR. WEISS: T had a question. ayne 

Weiss. You have a chart of talkin about 

percentage of YAG capsulotomy rate which range 

about 26 percent to 32 percent in the W I core and 

P If independent, and PH f at two years. But the 

PH IT core was quite a bit smaller, at 6.4 percent, 

Do you have any explanation for wh that occurred? 

DR. LEPRI: No, 1 don't. If you look at 

the PNA, you will see that I was basically pro-vi 

with raw data charts. There was no summary data 

rovided nor any explanations for the clinicaIl 

ena observed. 

DR. WEISS: Thank you. Are there-- 
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Matoba. 

R. MATOBA: Alice Matoba. I was going to 

is earLier, but now I'm going to ask you, 

I'm aving trouble'with the report that there are 

actualfy no complications or adverse effects in 

this device. And I wonder, for those rings that 

were explanted where they list things Iike 

procedura complications or zonular support not 

sufficient, do you have mure details on any of 

those cases? And in any case, could the 

insertional process have contributed to the further 

loosening or weakenin of the zonules? 

LEPRI: Well, that indeed is a 

ossibifity, that the surgical procedure could have 

contributed to weakening or damaging of the 

zonules, particularly in those patients wha have 

pseudoexfoliation. 1 presented to you the only 

~~~or~ati~~ that was made available to me in the 

PMA p and I presented many of these issues because I 

wanted to point out that there are stifl many areas 

g in clinical detail that would allow us to 

make a confident decision when final approval 

should come fur safety and effectiveness. But 

those are indeed concerns of ours, Dr. Matoba. 

DR. MATQBA: My second question is when 
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3u as us to comment on labeling, are you going to 

e referring to this version which is in Volume I 

f this? 

DR* LEPRI: Yes. 

DR. WEISS: Seeing no further questions 

ram the panel, Pd like to thank the FDA for t 

resentation, and we will then proceed with 

.ddit~o~a~ comments from the sponsor. 

Additional Comments from the Spaxaaor 

DR. WEISS: If you have any, you can step 

up and make any additional comments. If not, then 

ze wifZ proceed to break for lunch, 

DR. STE~~ERT: We'll waive further 

xmments at this time* 

DR. WEISS: Okay. So we ill be breaking 

Zor lunch. 1 would ask everyone to ack 

momptly within an hour because we will- be 

starting-- at what time-- we'll be starting at 20 

ninutes to one. Thank you. 

[Whereupon, at 3.1~45 a.m., the meeting 

recessed, to reconvene at 12:!?3 p.m., this same 

day- I 
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DR. WEISS: we're going to be beginnin 

session of the meeting in a few ~o~e~ts* 

COlkWXTTEE DELTBERATTONS 

DR. WEISS: Weire going to procee Xl.UW 

with the committee deliberations and begin with t 

primary panel reviewers- First, 1% going to ask 

Dr. Joel Sugar to give his presentation. 

Primary Pane3. Reviewers 

DR. SUGAR: Thank youI Jayne. This is a 

review of PMA PO10059 of the Morcher capsular 

tension ring. le to me at the time 1 

received it--the package-- on December 20 was a 

November 8 clinical review by Dr. Lepri with the 

FDA9 deficiency letter and draft questions, the 

original PMA submission, and Amendments No. 1 and 

a, 3. 

While the review y Dr. Lepri was 

excellent, the materials submitted y the sponsor 

was exceptional in its paor data management, 

confusing presentation, and inconsistencies. I 

will review this here, 

The capsular tension rin is indicate 

Dr. Steinert stated nuw, for the stabilization of 

MILLER REPORTTNG ~~~~~~, INC. 
735 8th Street, S.E. 
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:he crystalline lens capsule in the presence of 

Jeak or absent aonu2eS. 

Thhz was evaluated by UXJ centratrion and 

capsular contraction. The rotocol for the study 

J-as not presented to me, but the summary by the 

3pOXlSOr stated that the inclusion criteria 

included, and T quote, Vataract diagnosis and 

planned cataract removal and Ic)L implantation; 

?seudoexfoliation syndrome diagnosis or Marfan 

rome or zonufar dehiscence due to trauma; 

suspected zonular injuries; previous vitrectomy 

EoNowing retinal detachment; and informed 

zonsent. fF 

The sponsor stated that quote: fiThere were 

no exclusion criteria." Am amazing statement* 

Data are presented from t ree sv-ow?s- The 

numbers have floated around this morning, and Pm 

not going to review them. 

Accountability at one year for Phase I 

cure group appeared to be 88 percent, while at two 

years it was 74 percent. 

For Phase 11 in the core group, at one 

year accountability was 87 percent, and for the 

Phase II independent group 73 percent. 

In assessing safety, the executive 

MILLER REPORTING ~~~~~Y~ ‘INC. 
735 8th Street, S.E. 

Washington, D.C. 20003-2802 
(202) 546-6666 
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~mmary~ Module 5, page seven of 15, reported no 

omplications and no adverse reaction for the Type 

4 rings. It also stated that since 1992, with 

lorldwide use of the device, there was not, quote, 

single reported instance of adverse reaction, 

*ejection ur compPi.cation.~~ 

For acuity at one year, Exhibit 6-S. 

:evisedf in Phase I, 87 percent saw 20/40 or 

letter. In Phase fI core, 83.3 percent, and in 

?hase fI independent, 69.9 percent. 

Exhibits N-1 through W-5, revised, 

lowever, give different outcomes. In Tables 

nnd N-2, the totals at the end of the columns do 

lot add u to the numbers given. Also, the 

acuities even in the best case group are 

stantially less than those in the G-3. revise 

table, 

These discrepancies need to be much better 

APs0, while tkrese risk patients 

might be expected to have reduced acuity outcomes8 

ecific data line listings for outcomes in 

atients with acuities less than 20/40 would be 

extremely heI..pfuL 

Despite the 'summary statement that there 

were no adverse events, three adverse events 
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[retinal detachments) were reported. ow this 

rkorning it's up to seven- Two were in Phase I+ 

Zetinal detachments in trauma patients, Marfan 

patients and patients with subluxed lenses 

requiring vitrectomy are not unexpected, and the 

frequency of events reported is probably 

reasonable. 

ne detachment at least fn;ras probably 

present prior to the cataract surgery, and one 

detachment was apparently identified and repaired 

s after the initial surgery in which the 

CTR did not remain in the eye. 

One detachment is discussed in ibit 9 

r. Fine, date November 27 of 2001, where a UAG 

capsulotomy is described as having been done on 

December one week later. 1 mean it was 

signed November 27. It appears that neither Dr* 

Fine nor the sponsor roofread what they submitted. 

Complications inc'kuded two raised 

intraocular pressures-- now those numbers have 

changed-- requiring treatment in Phase II oth 

patients were stated to have preexisting glaucoma. 

o details Mere resent. In Phase II, revised 

Table H-2, 32 eyes had elevated intraocular 

pressure requirin treatment. 59 out of 297 eyes, 
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r about 20 percent, were reported as having quote 

low tension glaucoma," wkri-ich was quote 

preexisting." 

This information is very ifficult to 

.ssess given the ative rarity of so-called low 

.ension or normal tension glaucoma. While eyes 

rith seudoexfoliation, trauma and lens subluxation 

lire at igh risk of elevated intraocular pressure, 

,t would be helpful to have more specific data on 

:hese patients. 

Cystoid macular edema was reported in two 

2atients in Phase S, six in Phase IL Given the 

lature of the patients involved, is does not seem 

Inreasonable. 

0 surgical reinterventions were reporte 

in Phase I. Phase II, Exhibit H-2 revised lists 

two surgical reinterventions. In the response to 

trhe deficiency letter, however, page 17 of 22, only 

one surgical reintervention is listed. This was 

removal of the capsular tension ring at the same 

time that the Lens implant was exchanged. This 

inconsistency needs further explanation. 

Six other rings were explanted, presumabl. 

e time of primary surgery. One, because the 

ring was cracked, an now we're told that there 
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lere three with the rings cracked today. Further 

Letails on all of these cases would be important. 

Other events that are listed as 

:omplications but robably would be better listed 

ts adverse events include the phthisis bulbi, 

Iranch vei occLusionI and vitreous hemorrhage, 

Kkich Dr. Steinert dealt with this morning. 

Concerning efficacy, efficacy was defined 

ization of the capsular bag, demonstrated 

3y intraocular lens centration and lack of capsular 

contraction. 

The indication for use of the device 

include pseudoexfoliation, Marfan syndrome, 

zonular dehiseence, suspected zonular injury or 

previous vitrectomy following retinal detachment. 

bile pseudoexfoliation, zonular integrity 

and zonular dehiserence are the major indiczations in 

the patient studied, more than one indication 

ears to be listed per patient, and it is 

uncertain and still is uncertain. huw many patients 

had what diagnosis and how many patients would be 

expected to develo IOL decentration and/or 

capsular contraction. 

In Phase I, five of 50 implants decentered 

and in Phase II, 19 cx 297 decentered, In Phase I, 
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3ne capsular contraction was reported and in Phase 

EL ten were reported. 

UL dislocation, quote r'o~t of PC,ff is 

listed an defined variably as quote "out of the 

px3terior capsulP and out of the posterior 

chamber* 1l"s uncertain which interpretation to 

use for out of the PC. 

This appeared to occur in no patients in 

Phase 1 and one patient in Phase IX, but an 

additional. case had the ring in sulcus, and that 

isn"t mentioned in the list. Capsular fibrosis and 

opacification and YAG capsulotomies were frequent8 

and that's been-discussed earlier this morningS 

Without controls, but given the entry 

criteria, the rings appear to be effective in 

reducing IQL decentration. Tlney also probably 

reduce capsular contraction. 

Additional issues included the requirement 

for patient consentlr and I talked about that this 

morning, and I did not get an answer. In Phase II 

133 zonular dehiscences were listed as 

occurring intraoperatively. It i uncertain to 

this reviewer how consent was obtained from these 

patients. 

In terms of labeling, the only labeling 
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ed was the quote Rdirections for use'" 

insert I Exhibit I-1. This suggested use to quote 

'stabilize the capsule at high myopia," for which 

no data were presented in the PMA, quote "tu 

prevent capsular fibrosis2 which is not proven and 

iS robably not correct, and quote "VZQ revent 

unilateral shrinkage of the capsular bagI"' which 

should e stated as to possibly reduce the 

Likelihood of shrinkage. 

Specific data needs to be presented. That 

is presented in the labeling. Physician 

information must be provided on insertion and 

probably on removal techniques, outcomes and how to 

determine which of the three availabl-e sizes is 

most appropriate to use in a given circumstance, 

whit has also been discussed earlier today. 

This PMA is exceptional in its 

disorganization and inconsistencies. 

Unfortunately, this may be reflected by what I just 

went through in my review. Nonetheless, the device 

ears to be beneficial in specific infrequent 

circumstances. Not to set a precedent for the 

acceptance of abysmal data, acquisition, management 

and presentation--I'll re eat that--not ta set a 

precedent for acceptance of abysmal data, 
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:cquisition, management and presentation, Z 

:ecommend approval with conditions or the 

rtabifization of the crystalline lens capsule in 

:he presence of weak or absent zonules. 

Conditions wo6L.d include review of data 

line data on patients with outcomes, with acuity 

outcomes fess than 20/40, data line review owf 

Iatients with postoperative elevation of 

intraocular pressure, and more extensive reporting 

XI all adverse events and complications. 

ALEX?, data line data should be presented 
1 

3n all patients who have preoperative acuities at 

2~/4~ or better, which 1 found were either 44 

percent in one listing or 28 percent in another 

Listing in Phase 1 and 47 percent irm Phase 11 core 

ore specific and comprehensible listing 

of the indications in the atients studied would 

also be very helpful. 

In response to the initial FDA uestions 

at I was presented with, f: think b~o~orn~at~b~l~ty 

is not a significant concern. "That is it‘s a 

concern, but I think it's been adequately dealt 

with - And the safety and efficacy labeling, 1W-e 

already presented. 

1 think we also need to deal with the 
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,ssue of age of recipients of this devic;e and 

2robabTLy set a lower age limit, aZthough 1 don't 

znow what data to base that on. 

Thank you. 

DR. WEISS: Thank you, Dr. Sugar. We'lJ, 

low proceed with the review by Dr. oody Van Meter. 

DR. VAN METER: Thank you. r will 

dispense with the introductory remarks which 

33sentially summarize the data that9 already been 

presented and say that 1 appreciate the diligent 

review of Bernie Lepri of data that was somewhat 

confusing and which initially lacked sufficient 

organization to draw meaningful concfusions. 

Fve addressed the specific issue from his 

review numerically and will. recount those, Number 

one f accountability. A total of 483 eyes were 

enrolled for the study, There were nine adolescent 

patients segregated, ut data was included in the 

totals for this study. Data was presented on 66 

percent of Phase I cure atients at two years, 60 

percent of Phase IT core eyes at one year, and 31 

percent of eyes at two years far the Phase 11 

independent data. 

I"m sorry. 31 percent of the Phase 11 

core eyes was presented at two years. Phase II: 
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independent data was available on 38 percent of 

eyes at one year and 18 percent of eyes at two 

years. 

The FDA according to s onsor consented tu 

accept one-year data from Phase II, and altfiough 

some two-year data on Phase IX is presented, it 

still can be meaningful. 

"fen of 58 patients in Phase II core had 

missed their final visit, but did have a subsequent 

examination, and 52 of 70 patients in the Phase fX 

independent group who missed their final visit have 

since been seen, although the data on these 

patients was not presente 

There is poor a~~ou~tab~~~ty ast one year 

which may or may not be clinkall relevant in 

identifying problems with capslrfar o acification 

and capsular contraction, but I believe that that 

data is relevant on lens ecentration, especially 

after what we‘ve seen today. 

Number three, fOL decentration, 

Measureme‘nt of TOL decentration is subjective, and 

the form requested of surgeons notes that 

decentration is present or absent, requesting crnly 

a ilfimeter estimate of decentration. 

Decentration of the crystalline Lens 
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preoperatively, which clearly is a pro 

patients lacking zonular stability, is not note 

prior to surgery. So we don't know if this device 

helps or hurts relative to the reoperative 

findings. Decentration after t e ring is implante 

woufd have to be of sufficient mag itude to trigger 

a positive response to the surgeoq which would 

even more difficult if the atient was not dilated. 

The IOL centration data pre and post YAG 

laser suggests that YAG laser capsulotomy is 

probably safe and is not a contraindication to t 

device. However, of 13 YAGs done in the core 

rouPI only one was thought to ave been decentered 

following the YAG laser.. 

In the Phase II core group, YAG laser was 

done in seven patients, and there was no reported 

evidence of increased decentration. 

Since lens decentration is a serious 

problem in patients with zonular instability, even 

without the device1 X believe that a ten percent 

decentration with the device is an acceptable 

figure. 

Capsular fibrosis. The sponsor initially , 

makes distinction between osterfor capsular 

aeification, epithelial posterior capsular 
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opacification, and capsular fibrosis However, the 

treatment and the ramifications of all three of 

these clinical entities is essentially the same, 

There is little evidence that this device restricts 

or retards posterior capsular opacification, and 

labeling should include no claim about the device 

minimizing capsular opacification or reducing YAG 

laser capsulotomy. 

Capsular cont&action. There is no 

evidence that the ring prevents capsular 

contraction. A starting point is not observed an 

an endpoint is not specified. Although the 

suspicion may be t at a circumferential device li 

this one in the lens capsule may be reduce 

contraction, there is no evidence from the ata 

presented that this device has an effect on 

contraction and any claims to that effect shoul 

deleted from labeling. 

Regarding glaucoma, most patients with 

elevated intraocular pressure had glaucoma 

preoperatively, and those few patients who 

developed elevated pressure after the ring was 

implanted likely did so as a resu 

intraocular surgical procedure and not necessarily 

due to the device. Glaucoma does not appear to be 
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problem related to the device. 

SiX, endothelial cell loss. Endothelial 

!elZ loss was not specifically addressed with the 

Levice. Observers were asked to note cornea1 

edema, but little mention is made of cornea1 edema 

Lnd endothelial cell loss was not suggested or 

zounted. 

1 think that a claim for no endothelial 

zell loss is not justified from the data. 1t is 

MZ.kely that this device causes additional 

sndotheliaf cell loss above and beyond that due to 

intraocular surgery. 

The stratification of data by gender and 

sge is acceptable and shows no potential threat 

related to gender or age. We will discuss in 

labeling, I believe, where the lower age limit 

is of concern, 

Visual acuity. A number of patients with 

20/2O vision preoperatively were noted in the 

study. Presumably the indications for surgery 

using this device, other than a cataractous lens 

with lack of zonular support, could include high 

myopia for &Lear lens extraction, but there is no 

category in the data for high myo ia patients- 

Specific indications for surgery in these 

MILLER REPORTING C~~~~~~ PNC!. 
735 Bth Street, S.E. 

Washington, D.C. 20003-2802 
(202) 546-6666 



vsm 

1 

2 

3 

4 

5 

6 

T 

9 

ZQ 

11 

12 

13 

14 

15 

16 

119 

lmtients are not noted, and I counted 15 patients 

2hat had 2Of20 vision preoperatively and 26 

patients that had 20/25 vision preoperatively, and 

in the absence of clear lens extraction, Ym 

concerned about myopia as an indication for the 

rings 

There is no data to support higfi myopia as 

stn indication for the ring, and T guess we're all 

concerned why so many patients with 2Of20 vision 

pxeoperatively were included in a study of this 

device which is by and large confined to high risk 

patients. 

Number ten. I do not believe the 

comparison with the FDA grid is a legitimate 

comparison because sular tension ring is 

used in patients w u have other preexisting ocular 

conditions, and surgery is necessarily going to be 

more difficult if not impossible in these patients 

without the device. 

Eyes with zonular instability, such as 

Marfanfs, trauma, high myopia and vitrectomized 

are not normal eyes. There is no alternative 

device to use, although there are alternative 

procedures, including iris sutured and transcferal 

sutured osterior chamber lenses. I do not think 
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:hat the failure of this device to comply with the 

:OL grid is a problem. 

Any help the device provides for 

stabilizing the capsular bag is better than no help 

2t all., as long as the device does not result in 

additional zonular instability at a later date, 

nrhich cannot be gleaned from this ata. 

Z believe there is sufficient 

accountability to justify the safety of the device, 

L did not receive sponsor 9 revised Exhibit H-l or 

3-Z. It was not included in my pack. However, 

Decause this device is used for eyes that are not 

Dtherwise normal, it is reasonable to expect a 

er level of complications and lower Levels of 

post-operative visual acuity than might be 

indicated from the FDA f03; grid of normal. cataract 

patients. 

Patients with markedly dislocated lenses 

may ave no other option than surgery with or 

without this device. And the use of this device to 

facilitate implantation of a posterior chamber lens 

in otherwise difficult cases is probably reasonable 

base on the ILow rate of complications where we do 

have data and an intracapsular cataract extraction 

is probably the only alternative. 
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15 and PC YAG laser capsulotomy. The 

'AG laser capsulotomy rates do not appear to be 

:educedt and they are comparable or exceed that 

Jhich is reported with other series. 

I believe the best information on capsular 

3pacification is from David Apple's groupl and he 

zas a figure of ten to 20 percent per year of 

capsular opacification. So even based on regular 

numbers, you would nut expect two year follow-up 

data to give you a whole picture on capsular 

opacification rate. 

e explanation fur explantation, No. 17, 

is reasonable. Four devices were removed at the 

time of surgery. Me now know it's mure than that, 

which illustrates to me the difficulty of assessing 

the extent of zonuJar instability preoperatively, 

And this assessment is critical to the success of 

this device if preoperative consent and ordering 

the device should you nut have them on hand is to 

be considered. 

18. High myopia- onsor suggested 

that the ring is indicated for high myopia, 

although no data specifically addressed myopia as 

an indication for clear lens extraction. This 

device has not been shown safe and efficacious for 

MliLLER ~EP~~~~~~ COMPANY, INC. 
735 8th Street, S.E. 

Washington, l2.C. 20003-2802 
(202) 546-6666 



VSM 122 

Aear lens extraction y the data presented, and 

zhe sponsor should not include this indication in 

labeling. 

19. Retinal detachment. Retinal 

detachment does not seem to be a problem with this 

device. 

My conc1usiuns: (1) PMMA has been known to 

be safe and well tolerated inside the eye, I 

believe there are nu biocompatibility or toxicity 

issues with this device. And actually the location 

of this device in the lens equator places it in an 

area where lens epithelial bells are known to 

proliferate and where nests of acteria have been 

reported to smolder fur long periods of time. So 

it should be well tolerated in the eye. 

The clinical data do not rovide 

overwhelming support fur the effectiveness of the 

device. There are no data to support the use of 

the device as a stabilizing agent for the capsular 

bag foPlowing clear lens extraction in myopia. 

We don't understand why 20/2O vision is 

found in so many preoperative patients, and without 

evidence that the device slows down capsular 

opacification, reduces the incidence of YAG 

capsulotomy, or reduces capsular contraction, 1 

MLLLER ~EPU~T~N~ COMPANY, INC. 
735 8th Street, S.E. 

Washington, D.C. 20003-2802 
(202) 546-6666 



1 

2 

3 

4 

5 

6 

7 

8 

11 

12 

I.3 

14 

15 

16 

17 

18 

19 

20 

22 

22 

23 

24 

25 

123 

,eIieve tYre should have more data presented on these 

issues or else they should al1 be dropped from 

labeling. 

It would be helpful to see better data for 

TOL centration. The subjective data on 

decentration in this stlxdy in Light of other 

technology available, fur instance, for wave front 

anaLysis in refracti.ve surgeryl really limits the 

value of the decentration data that is presented. 

It appears that this device has been used 

by experienced surgeons with minimal complications, 

t=lut a number of patients had more zonular 

instability noted intraoperatively than expected 

preoperatively. And other surgeons might fall -J=Y 

to this defect. 

Without any comparison to cataract 

extraction in patients with three to four clock 

hours of zonular dehiscence when a ring is not 

used, it's difficult to say that the ring 

effectively improves visual acuity postoperatively 

in these patients. 

More important, the incidence of further 

zonular instability after two years in the event 

the device should weaken the remaining zox~ules over 

time and result in IOL decentration or dislocation 
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3t a later date is a potential worry. 

Number fourl it would be very helpful if 

the sponsor could provide stratified data based on 

ications fur use. Those patients that had 

kraumatic lens dislocation, patients with primary 

zonular dehiscence, patients having cataract 

surgery following vitrectomy, and patients with 

pseudoexfoliation probably have justifiable 

indication for the device in certain aspects, and 

this information would be helpful, 

Should the sponsors feel the lens is 

indicated for high myopia or as a capsular 

stabilizing device following clear lens extraction, 

we would need additional data. 

Finally, I observed that there are no 

comparable devices available to this, and there is 

little evidence that this ring is not safe or that 

it is not well tolerated in the e 

The alternatives to surgery with this 

device are pars plana Iensectomy with a rimary or 

secondary sutured IOL, either transscelerally or 

through the iris or an anterior c amber lens. 

T believe that the sponsors need to 

address specific indications for the use of this 

device and to provide labeling consistent with 

MILLER REPQRTTNG C~M~~~~ INC. 
735 ath Street, S.E. 

Wwhlngton, ax. 20003-2802 
(202) 546-6646 
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~~n~Z~sions that can t=re drawn from the data 

zovided. 

That concludes my report, and I would like 

:o propose as a primary reviewer that I think there 

Ls some justification of this device, but that 

3omes from my experience as a cataract szxrgeonc and 

,he question is whether we're going to use data 

that is as poorly put together as this data is to 

nake a conclusion like this? As Joel said, this 

sets a very poor precedent for our panel_. 

RR. WEISS: Thank you, Dr. Van Meter. 

PANEL DISCUSSXON OF PQl.QQS9 

DR. WEISS: And wecre going to move on 

then after these primary reviews to the panel. 

discussion of F010059. What I would suggest is we 

are guided by having discussion of each of the FDA 

questions in their urder. 

I was wondering would you be able to 

project each question as we go tfirough it? 

DR. ~C~A~~~: Jane 3 can I ask a question? 

RR. WEISS: Yes. This would be to Dr. 

Rosenthal and it gets along the line of DL Van 

etePs question. TXlat is in the instructions far 

premarket approval, the information says that the 

PMA must stand on its own, and in past reviews8 
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thatZs been clearly pointed out to us that we cEznft 

compare a device to another device and so forth- 

The issue here is a 1ittl.e bit different 

at there's worldwide experience; there is 

published literature. And can we consider that in 

our review or does it have to stand on its own 

material that has been presented ere? 

DR. R~SE~T~A~: This is Dr. Rosenthal. 

The PMA has ta stand on its own. The panel is 

certainly aU,owed to use its body of knowledge in 

making its determination. The data from the PMA 

should provide a reasonable assurance of safety and 

efficacy, and if it does not, the panel should 

recommend what would be required from that data in 

addition to what is already presented to give you a 

reasonable assurance of safety and efficacy with 

valid scientific evidence. 

RR. ~c~A~~~: Thank you. 

RR. WEISS: Thank you, So we will begin 

with discussion of Question No. 1. The sponsor has 

not performed the standard battery of 

biocompatibility testing on the device and has 

propssed to use the clinical data to document the 

biocompatibilit~ of the device. Ro the adverse 

events and their rates reported in the PMA raise 
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ny safety concerns from your clinical perspective? 

Rr* Sugar? 

RR. SUGAR: 1 don't believe that there are 

iafety concerns based on biocompati ility and 

-ecommend that we let the agency continue their GMP 

md other evaluations of the manufacturing pruces& 

mt that we accept the biocompatibility data, 

DR. VAN ~~~~R: Second. 1 agree with Dr. 

;ugar93 analysis. I don't think biocompatibifity 

is worthy of discuss%on here. 

RR* WEISS: Fine. Then we won't discuss 

it. We'll proceed to Question No. 2. 

Patients with high myopia were not 

included in the KS. clinical, study. Do the data 

in the PMA support these proposed indications for 

use? Dr. Sugar? 

RR. SUGAR: No. 

DR. WEISS: No. Then 1 think we need some 

discussion on what the indications might be. 

DR. SUGAR: This is jael Sugar. The 

sponsor suggested that the indication be as I 

stated before, stabilization of t e crystalline 

lens capsule in the presence of weak or absent 

zanules. 193 like to have that be the indication, 

without mentioning myopia. 

MLLLER ~EPQR~rNG CQMP~, 1NC. 
735 8th street, S.E. 

Washington, D.C. 20003-2802 
(202) 546-666C; 
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DR. '63Exss: Dr. Smith. 

DR. SMITH: This is Janine Smith. One 

!~~~e~t about that, That doesn't comment on the 

mesence of an intraocular lens. hat doesn" t 

specify in the presence of an intraocular lens. 

DR. SUGAR: That's correct. 

DR. VAN METER: The initial--this is Van 

4eter- - was that the capsular tension ring is 

proposed to stabilize the lens capsule of the eye 

r~hen zonuXar fibers are missing, broken or the 

capsular ag is otherwise floppy. 

zozrrse, as Dr. al wil.1 point out, you know, 

if this is a wordi g that we use in labeling, then 

it becomes a practice of medicine issuet and wefre 

not nailing this down to specific indications, but 

think that"s pro ably the dh-ection. we should 

take is to let this be the indication for the 

device, and then physicians would themselves decide 

how they want to use it, if they want to use it. 

DR. WEISS: Dr. Matoba. 

DR. MATQBA: Does that mean that all these 

other indications that are proposed originally in 

labeling are to be delineated? 

DR. SMITH: Yes. 

DR. MATOBA: Okay. 

MILLER R~P~R~~~~ COMPAN1s, INC. 
735 8th Street, S-E, 

Washington, D.C, 20003-2802 
(202) 546-6666 
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DR. WEISS: Dr. Casey* do you have? 

DR- CASEY: I completely agree. 3 mean I 

z.hink that-- 

MS. T~UR~TU~ : Can you talk into the 

nicrophone, please? 

DR. CASEY: Yes t The indications that 

goger listed seem to be quite appropriate as long 

as it's for use in cataract surgery for 

stabilization where there is poor zonufar support, 

It seems straightforward. 

Da* 'WEISS: Okay. 

DR. VAN METER: Van Meter- I guess the 

question that we. ave to have, are we going to 

specify pseudoexfoliation, previous vitrectomy, 

Marfan'sf absence of weakened zcxmles, or do we 

just leave it the zonular fibers are missing, 

broken cx the capsuXar bag is otherwise floppy? 

Are we going to put these specific 

diagnoses names in? And my i.ncZination would be 

that we do not do that. 

DR. SUGAR: I agree. 

DR, WEISS: Dr. Matoba? 

DR. MARINA: Are we going to specify the 

number of quadrants of intact zonules that can be 

left or not? 

~~~~~R R~~~RT~~G COMPANY, XNCe 
735 8th street, S.E. 

Washington, D.C. 2UOO3-2802 
(202) 546-6666 
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DR. VAM ~~T~R~ That's really probably a 

practice of medicine issue, but I think that it 

wouldn't be helpful. The problem with specifying 

that is that it% really hard to know 

preoperatively, and you're specifying a 

determination thaYs extreme3.y hard to make, that 

may or may not be made accurately, even in the 

surgicaL arena. 

And this is why T think once you determine 

that the capsular bag is floppy or that you"re 

missing some zonular support, it probably doesn't 

matter whether it's going to be two, four or six 

clock hours of zonules that are missing. I don"t 

think we can determine that. 

DR. MATOBA: But there is one description 

of a case. I: think it was by Dr. Fine that they 

said preoperatively they felt there were 180 

degrees of intact zonules, and then 

intraoperativePy they determined that onfy one 

quadrant was intact. Yet they proceeded to put a 

ring in, and that lead to subluxation of the lens, 

vitrectomy, 380 degree wound, and then removal of 

the capsule and the ring and the IOL. Altogether 

the patient ended up with procedure, and a planned 

intracap woufd have been better for hat patient. 
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And SO X think that there are some himits 

:hat could be settled, and r"d like some 

liscussion. 

DR. WEISS: Dr. Smith. 

DR. SMITH: Janine Smith. There is a 

)lace on the data report form that asks for the 

percentage of zonular dehiscence intraoperativefy. 

ve did not see any data presented regarding this. 

rhat may be very helpful in determining whether it 

tiould be appropriate to have any recommendations 

regarding the percentage of zonuZar presence. 

DR. WEISS: Dr. Van Meter. 

DR. VAN ETER: And this is directed at 

Alice. We dan't have any data. I mean they didn't 

stratify the data by how many hours of zonular 

%ehiscence exists. And so you're asking us to make 

a determination that we can't make. 

DR. MATOBA: No, 1 want a discussion on 

it, because that is my point. They don't have 

data. They didn"t stratify the severity of the 

zonular dehiscence, 

DR. SMITH: Canine Smith. But presumably 

they did coPlect that dab- It"s on the case 

report form. Intraoperatively percent of zonular 

dehiscence is at the bottom of the case report 

MILLER REPORTING COMPANY, WC. 
735 8th St,reet, S.E. 

Washington, D.C. 20003-2802 
(202) 546-6666 
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form. 

DR. WEISS: wen, if this is of importance 

to the paneI, it could always be put in as a 

condition that this be reported by the sponsor to 

R. VAN METER: Van Meter again. I think 

it93 very important to give surgeons, since this is 

a brand new device, and nothing Iike it exists, and 

we have to assume that surgeons outside the core 

and the independent investigator group have nat 

used the device before, and 1 think certainly sume 

guideline on the tolerance of zonular support 

that"s necessary would be elpful. 

And J would then propose that we ask the 

sponsor to cume up with some stratified data on how 

many hours of zonular support are missing and what 

the tolerance of this device should be, whether 

it's three, four, five or six clock hours of 

zonular support, as a maximum. 

DR. WEISS: Thank you. Any other 

discussion on Question No. 2? If not, we will move 

on to Question No. 3. Do the clinicaIL data 

presented in the PMA provide sufficient evidence of 

safety and effectiveness of the device for the 

proposed indications for use, taking into account 

~~L~~R REPURTI~G COMPANY, INC. 
735 8th street, S.E. 

Wi%Shin~tOn, D.C. 20003-2802 
(202) 546-6666 
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.he revisions in response to Question 2, if any? 

Maybe one of t e primary panel ~~vi~w~rs 

:an start this question off. 

DR. VAN METER: Van Meter again. This 

Leaves us with the indications for use in patients 

:hat have zonular dehiscence or instability and 

zarry diagnosis of pseudoexfoliation, arfans, 

Lrauma, or previously vitrectomize eyes. 

And those patients with Marfan's would 

necessarily fall into, you knowr homocysterneri and 

2ther patients that have absent or weakened zonules 

primarily, Primary absence of zonules you might 

zall it. 

Those are the only four indications that I 

see are reasonable to include in this, but again we 

need to have the subjective judgment of the surgeon 

to determine if the capsular bag is sufficiently 

floppy or unstable. 

DR. WEISS: If Question 3 basically 

lected on the proposed indication by the panel, 

what would your opinion on this be, as opposed to 

the specific indications that were originally 

presented by the sponsor? 

DR. VAN METER: Well, youCre backing into 

it then, but that would be fine. 

MILLER R~P~R~~~~ COMPANY, INC. 
735 8th street, S.E. 

Wasfiington, D.C. 20003-2802 
(202) 546-6666 



11 

12 

13 

14 

15 

115 

17 

18 

23 

24 

25 

DR. WEISS: X can back into it. Sa would 

uu agree that there is suf IiJxi.ent evidence of 

afety and effectiveness in that case? 

DR. VAN METER : If we375 a lowed to set 

he indications, yes. Juel, do you agree? 

DR. SUGAR: iG.th conditions that we'L1 

state later of getting sOme more information, yes. 

Yes # probably, later. 

DR. WEISS: Dr. Bradley. 

BRADLEY: As somebody completely 

mtside of this field, X'm just a bit concerned 

Lbout the efficacy question, and whether the 

3poxasor has come close even to ascertaining 

efficacy. And a couple af things cume to mind. I 

hTas listening this morning to Dr. Steinert's 

presentation, and he listed quite nicely what are 

those four metrics of efficacy. 

One was stabilizes the capsular bag. And 

let me qualify this. Normally we are looking far 

some rather rigorous determination of efficacy, and 

in other panel meetings, we have scrutinized the 

efficacy data very, very closely. So that said, 

MOW we're looking at the efficacy criteria, and 

number one, stabilizes the 'capsular bag. I didn't 

see any data that I can even examine on that issue, 

MILLER REPORTING COMPLY, INC. 
735 8th Street, S-E. 

Washington, D.C. 20003-2802 
{202) 546-6666 
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Item number two, reduces complications 

such as vitreous 1~s~ Again it Would be nice to 

have the data to examine to find out whether that 

is, in effect, an example of efficacy, reduces 

complications such as dislocation of the nucletls. 

again it would be nice to have data to examine. 

And finally, it essentially allows tkre 

surgeon to implant an IOL that perhaps otherwise 

wuuld not be implantable. And again, if we had 

data on each of those criteria for efficacy, we 

could perhaps examine them and decide whether or 

not the device is efficacious. But I have trouble 

coming to that conclusion basically because of 

acking the data. 

DR. WEISS: Dr. McMahon. 

DR. McMAHON: Tim McMahon. In a similar 

vein, I have beyond the concerns that have already 

been raised here with regard to the jumbled 

presentation of the data is that either the 

efficacy data is not presented or it is not 

measurable. 

And so your primary outcomes here are not 

either definable or not presented ta this panel, 

So I don't think that beyon the worldwide 

experience1 wishful tfiinking and testimonial, we 

MILLER REPORTIWii ~~~~~~, INC. 
735 8th Street, S.E. 

Washington, D.C. 20003-2802 
(202) 546-6666 
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,ave any rigoraus measure or even semi-rigorous 

,easure that this ring has shown to be efficacious. 

DR. WEISS: Dr. Grimmett, did you want to 

comment? Uou?re uncharacteristically quiet,. 

DR. ~~~~M~TT~ 1 agree with the comments 

jade by Dr, Bradley and Dr. McMahon. I had great 

Difficulty with the science behind this study- I 

found this study scientifically unsound, and with 

KL due respect to the sponsor, spunsor9 agent, 

gnd Dr. Steinert, 1 believe the study was poorly 

designed, poorly executed and it was poorly 

rurritten. 

I woufd characterize it as garbage in and 

garbage out. I found there was a lack of 

reliability and validity for external variables. 

For example++ there was no objective measurement 

protocol for lens centration, the mast important 

primary endpoint for this study. 

It luoks like a best guess method was 

involved, and it was non-standardized and 

nancomparable from innumerable investigators- 

There was no objective measurement protocol for 

capsular opacification rates. INb retro- 

ination. photographs read by an independent 

reading center, for example. 

MILLER R~P~R~~~G COMPANY, INC. 
735 8th street, S-E. 
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There were tabulation errors in multiple 

areas. There was fack of consistent definitions 

for exam findings. There was missing endpoint ata 

such as endotheXia1 cell loss. There were 

cal.culation errors riddled throughout the 

application. 

There was lack of formal comparison to FDA 

outcome grids, both for best corrected visual 

acuity and adverse events. So basically the 

adverse events that were reported in the 

application was a pcltpourri of non-standardize 

diagnoses by multiple observers. 

For example, in Exhibit M-2, the sponsor 

has line items for macular degeneration, macular 

druse and mild retinal epithelial pigment 

disturbance and ARMD all separated. Really those 

sound like the same thing to met 

There was no physician in 

booklet, no patient information booklet. here was 

widely varying numbers between tables, inaccurate 

statements, incomplete analysis. 

Additionally, there were same clinical 

findings that were surprising. The high best 

corrected visual acuity loss worse than XI/MI in 40 

percent in Phase II groups, T.here was cataract 

MS~~ER REPORT3NG CQMPW, INC. 
735 8th Street, S.E. 

Washington, D.C. 20003-2802 
(202) 546-6666 
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surgeries and YAGs performed on patients with total. 

retinal detachments with LP vision. 

There were cataract surg++es performed on 

patients pre-op 20/20. So I had a great deal of 

difficulty in summary with the science ehind this 

particular PMA, and if you were to ask me as a 

clinician do I like the idea of a capsular 

stabifizatian ring, of course. 

As a clinician, I've had ifficulty with 

zonular dehiscence. 1 like the idea behind the 

ring. However, as a scientist on the panel 

evaluating in Light af valid scientific evidence to 

suppart safety and efficacy, I can't do it on the 

basis of the data that's presented in the FMA. 

Thank you. 

DR. WEISS: Dr. Coleman or Dr. Ho, do you 

have any opinions? Dr. Van Meter. 

DR. 'VAN METER: I"d like to take right up 

where Mike left off and say that as a practicing 

cataract surgeon, I think the device has some 

merit. And 1 think that the bar is pretty darn Zow 

for getting this device into the hands of cataract 

surgeons. 

The question that we ave is is there 
/ 

enough information here to get over that very low 

MXLZER REPQRTING ~~M~~~, INC. 
735 8th Street, S-E, 

Washington, I?,C. 256503-2802 
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bar? 

DR* WEISS: Wdl, I woufd bring that 

question back to you in terms of your original ‘ 

answer to this question that you felt the device 

was safe and efficacious. Puttin aside the 

questions that we vmuld have liked to have answered 

at the panel by the sponsurI are there particular 

things in the application which you feel do support 

the proposal that it is safe and efficacious? 

DR. VAN METER: My support for this device 

is thinking that a EMMA ring in the capsule equator 

is pretty safe and assuming biocompatibility is 

okay f and assuming that ym~?~e gat reasonably 

experienced surgeons who are not going to poke it 

thsctugh the capsular bag. Arxd that appears to 

reasonable assumption that it can e safely 

implanted. 

But 3: think that all of my support far 

this ccmes from beirxg a cataract s-rxrgeon and very 

little of my suppart far this e-vice comes from t 

data presented. 

DR* WEISS: Dr, Sugar. 

DR. SUGAR: I agree with everything that"s 

been said. Yet, there is information in terms of 

safety, that the complications if we can believe 

MfLLER REPORTING flXW?mY, INC. 
735 Stpr street, S.E. 

Mashingtan, D.C. 20003-2802 
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:he data that's gresented to us, and T have 

:eservations about that, if we can believe the data 

:hat is presented to us, that show what to my mind, 

zgain with no control group, appears to be a 

reas0naU.e incidence of c0mplieations. Thus j to my 

nind, the device appears to be within the bounds of 

:he limited information we have and the limited 

reliability on certain validity of the ~~f~~rna~~~~ 

appears to be safe. 

In terms of efficacy, this is like most 

PMAs, not a controlled trial with a group that did 

not receive the same intervention, but compared, as 

Dr. Leprri did, to historical data, the subluxation, 

or the term used is dislocation, and not defined, 

the dislocation frequency ap ears to be lower than 

at that would be expected absent the device, 

Based on those two statements, 1 feel that 

if we can get the data that makes us feel. more 

comfortable that the information that we want has 

been collected, I would say that this device meets 

this low bar for safety and efficacy. 

DR. WEISS: And the data youjre referring 

to are those that you had listed in your review? 

DR. SUGAR: Yeah, we91 discuss that under 

conditions, but we need 1 think line item data on 

MILLER ~EP~~~~~~ COMPRNU, INC. 
735 m12 Street, S.E. 

Washington, D.C. 20003-21302 
(202) 546-6666 
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>ractically, really on every patient in Phase f and 

lerhaps every patient in ITC, that states the 

xeoperative diagnosis, the preoperative visual 

Hxlity, and the outcome. 

DR. WEISS: Dr, Van Meter. 

DR. VAN METER: r. Chairman, before we 

get to the point of where we have %a decide whether 

or nat it/s approval, 1 think everyone on the pane1 

Gould be camfortabZe to get some pieces of 

information out there that we would Jike from the 

3pcmsorj and if we could start listing some of 

these line item pieces of information. 

DR. WEISS: We can start Zisting that at 

this point. Would you like to start? 

STR* SUGAR: Well, absent the global 

information that 1 just mentioned, I think that all 

patients-- we need line item data on all patients 

with preoperative acuities 20/40 or better. 

We need line item data an all patients 

with post-operative acuities worse than 20f40. 

DR. MCNAHUN: Can we have the indication 

for surgery-- 

DR. SUGAR: We need data fine listing of 

all core and ZIG patients at feast for preoperative 

primary diagnosis. We need specific data on aLS, 

MILLER R~FURT~~~ COMPANY, INC. 
735 8th street, S-E. 

Washington, D.C. 20003-2802 
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patients with corn licatiorrs in&Luding iritis, 

cystoid macular edema, and 1: don't have listed the 

other adverse events that were presented. 

We need line item data and specific 

discussion of all of the three patients that had 

broken eyelets, of all patients that had the Lenses 

removed either at primary surgery or secondarily, 

And 1% sure Fve missed other things. I 

would also Like to know what types af intraocular 

lenses were used in terms of we've talked abuut 

capsuXar opacification, and we don't know whether 

these patients had sificone, acrylic, solid PMMA or 

what kind of lenses. 

DR, WEISS; Dr. Matuba. 

DR. MATOBA: Also same intraoperative 

estimate of the number of quadrants of intact 

zcsnules in each patient. 

DR. VAH ETER: Van Meter. Also, 1' like 

same more information on whether or nut the 

evaluation of lens dislocation was done dilated or 

not. 1 mean there's a question of whether OF not 

it was dilated, and f think for nmst of these 

patients, if we could go back and get dilated exam 

and then have the physician, you know, do a dilated 

exam and say whether or not the lens is dislocated 

MILLER REPORT'TNG COMPANY, INC. 
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Washington, 13.C. 20003-2802 
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3x not, even if that9 patients who are beyond in 

:he study, if the lens is not dislacated at three 

rears, I: think that would be helpful information. 

DR. WEISS: Well f that's not part of the 

ghat the- -the approval the sponsor is looking far 

nTas out to two years. 

DR. VAB METER: I understand, but we 

lidn*t have clear information whether cm not the 

patients were dilated or nat. 

DR. WEfSS: Yeah, but we can do it within 

tzhe-- 

DR* VAN METER: Lhu3t were the patients 

dilated? 

DR. WEISS: Okay. We can do it within 

what the spansor is looking for and not beyond, I 

dan't believe. Dr. Rosenthal. 

DR. R~~E~T~A~: Yeah. If the panel 

believes that an evaluatian in the post-market 

arena at a certain period of time beyond which the 

study has been reported is af value and is needed, 

it's certainly up to the panel to make that 

de4.sionl and recommend that, if I made that clear, 

R. VAN METER: If I still have the floar, 

DR. WEISS: Yes. 

DR. VAN ETER: X also think that we would 

MPLLER REPORTING CCHPANY, INC. 
735 8th street, S.E. 

Washington, D.C. ~~~~3-~~~~ 
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Eliminate those patients that had the device 

.mplante for high myopia, and we Ifmit the 

lumbers. We cull the rzumbers so that it includes 

just those that had the device implanted for 

~seudoexfoliation, primary zonuZar weakness such as 

4arfan"s ur homocysteneria, traumatic dislxxzation 

af the lens or traumatic zonular dehiscence, and 

Jest-vitrectomy cataract surgery. 

DR* WEISS: Dr, Sugar. 

DR* SUGAR: Joel Sugar. I would disagree. 

1 wauld like the data on all. the patients because 

it helps us, I think, to assess the validity of the 

information we were just presented with, and we've 

been told that the patients, at feast 70 percent of 

ehe patients who had acuities of 20/40 cx better 

prec3peratively, had it done because they had glare 

and capsular apacification. 

Tf it turns out that a huge number of 

thase patients actually were clear lenses done for 

myopia, then this whole subrnissialz is invalid and I 

think it probably needs to be tcrtally redone. 

DR. VAN METER: 1 assume that woulld come 

out if we have some ILAne item stratification of thp, 

preoperative indications Ear surgery. I guess S: 

was thinking let's separate the data from the 

MILI;ER REPOTTING ~~~~~, INC. 
735 8th street, S-E. 

Washingtsn, D.C. 20003-2802 
(2023 546-6666; 
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Different indications* 

RR. SUGAR: Okay. Stratifying it, but not 

eliminating any group is what S"m saying, 

DR. VAN METER: Agreea Fair enough, yes. 

Vi!EISS: Any other line items that 

nnyone would like to include in this list? 

DR. VAN METER: To elaborate cm what Alice 

said, whether or not theyJre plate fOLs, silicone, 

ux-ylic, PMMA, and realty whether ar not they have 

tzhe extensive C-loops ur shorter modified C or J 

Loops wouLd be helpful. 

DR. 'WEISS: Okay. If there is no further 

discussian on this question, we can muve to 

Question No. 4. 

Do you have any recommendations fur 

revisions or additions to the labeling as proposed 

by this s Please consider the following 

issues in your deliberations, and 1 think what 3Yl.l 

do is just take this one by one. so we'll start 

out with (a> high myopia, lens extraction without 

IOL implantation. Any recommendations for 

revisions or additions in relation to this 

indication? 

DR. SUGAR : T befii.eve we eliminated that 

as an indication. 
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DR* WEZSS: Okay. 

RK* VAN METER: f second that, 

DR. SUGAR: No, f: think we already did. 

9x1 not moving that we-- 

DR. VAN METER: Pm seconding it anyway. 

DR* WEISS: Rx. Bradley. 

DR. BRADLEY: Perhaps Joel coulld clarify 

Iur me exactly why we eliminated t 

mdication? 

SUGAR: In the absence of any evident 

lata on that indication, it's hard to make a 

cecommendation concerning it. It doesn't mean that 

In the practice of medicine it may not be used for 

zhat purpose. But we have no data at all for that, 

RR* BRADLEY: But it seemed to me you were 

zI.luding to the fact that maybe it had been used in 

Lhat particular type of patient, and why is that? 

RR. SUGAR: It would be interesting to 

know. 

DR. BRADLEY: Sorry? 

RR. SUGAR: It would be interesting to 

know. 

DR. BRADLEY: Yes, and you may find that 

when you have the data you've just asked for, so a% 

that point we might find that it's quite successful 
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-n that particular greup of patients. 

RR. SUGAR: The sponsor8 as best T 

understand Dr. Steinert"s presentation this 

norning, is na longer requesting that as an 

indication. Am I: correct, Roger? 

DR. WEZSS: The next question would be 

progressiveness of syndrome such as 

gseudoexfoliation and Marfan%+ Dr. Van Meter. 

147 

RR= VA&Z METER: Van Meter. I would like 

ta see data longer than two years or a number of 

reasons. One of them is this. But a&other reason 

is for the capsular apacification Incidence, but if 

w&re nat claiming capsular opacification as an 

indication, then I guess we don't need it far that. 

But as far as dislocation of this device 

ion term, it would really be nice to see what 

happens after more than two years, and I think at 

the very least, we should ask for continued fc~llow- 

up and monitoring of the patients that have already 

had the device put in. 

DR. WEISS: Just to follow-up on your 

suggestion, that would include post-market 

surveillance fur any of the syndromes 3 assume, 

Marfan's, pseudoexfoliation, any time it's been 

implanted? 
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DR. VAN METER: Yes * 

T)R* WEISS: Yes, Dr. atoba. 

DR. MATOBA: In regard to labeling, I 

think that for these potentially progres&.ve 

syndromes, the labeling should st te that there is 

no evidence that the ring will prevent or &Low 

pmgression. 

RR* WEISS: How would you like to put t 

specificalI.y? Could you just repeat the whole? Do 

you have any wardsmithing that you have in ind? 

RR. VAN ETER: If you- -Van Meter--if you 

flip the page, AM.ce, cm part c, it talks about 

delayed onset of dislocation, and I think that your 

point is well-taken, that if you just say there's 

no evidence to indicate that this ring alters the 

progression of zonular instability. 

TSR* METSiS: Okay. So it sounds like we've 

deaft with (b) and this point, and we"13. just 

continue on to fc), late onset of dislacation of 

capsular bag containing fUZ and rirag in 

pseudoexfoliation syndrome. 

For that, Dr, Van Meter is suggesting a 

post-market study and any other comments on that c~a‘k~ 

(cl? 

DR. SUGAR: Comment on post-market 

MILLER ~~~~~~~~~ CJOMPANY, INC. 
735 8th Street, S-E. 

Mashington, a.c. 20003-2842 
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surveiXI.ance. WZaat wauZd we do with the 

information and what will we compare it to? 

Because if ten percent, 1 believe was stated, 

dislocate, and then Dr- Lepri quoted an article 

from the European literature where they had eight 

of eight patients develop dislocation, in the range 

between those two things, there"s a whole worl.d of 

possibilities and terse don't have a good cantrol 

group. 

DR. VAN METER: Well, even the ten per-cent 

dislocation doesn't specify whether or not it*s 

proqressive. 

DR. SUGAR: My point is that these people 

have disorders of which there may be progressive 

dislocation of their lenses. lf you put in a kens 

implant and it still dislocates or you put in a 

ZCXIS implant. and a ring and it still disfocates, 

dues that mean that yau shouldn't da it? 

f don't think it does. So Pm saying that 

that information is useful. clinical. infarmation 

that I would like to know. Dues it change my 

feefing about whether this device should or should 

not be available? IIt dues not. 

DR. VAN METER: Well, if it turns out that 

the device makes no difference between a regular 

NSLLER ~~PU~Tr~~ COMPMY, XNCI. 
735 8th Street, S.E. 

Washington, D.C. 20003-2802 
(202) 546-6666 



.mpl.ant and the device, t"fnen I think that's usefwZ 

,nformatian, and may alter the practice. 

DR. SUGAR: Qh, X don't disagree with 

zhat, but we're nat going to get that informatian 

>ut. of QUT post-market surveillance. 

DR. WEISS: Any other thoughts from the 

panel on post-market surveillance? Okay. Any 

3ther comments on (cl? Okay, 

We'll move on to (d), the use of Type 1.4 

rings in pediatric patients, size issues, And 

potential radial tears in the capsular bag, Dr. 

Sugar. 

DR. SUGAR: I assume this question is 

again based on a case report that Dr, Lepri 

reviewed where there was a ring in a single-4 

&mft remember if it was a four month old or four 

year old- -four year old- -where the bag contracted 

and there was a radial tear, and I presume that the 

ring did not stay stable, 

We don't have data on lens size. The 

sponsor told us, I think, that they don*t have data 

on the lens size, and Dr, Steinert said he uses the 

middle one, and 1 don't remember which one that is- 

Is that the A or C? 

DR. STEINERT: 14c. 

MILLER REPORTIN ~~MF~~~ INC. 
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DR. SUGAR: 14c- -okay. I think that the 

.abelfng should state the different sizes and why 

:hey have the different sizesI and should state 

qhat data is available in the experience of the 

investigators to suggest the use of any given size. 

f: don't think that we have data to suggest 

shat this be used at al.1 in pediatric patients- 

hnd 1 use pediatric as ~2 and under. 

DR. WEISS: So would you want to then put 

in as one of the conditions that there is no 

information on the use of this device in patients 

3f that age or less or how would yau like to state 

it? 

DR. SUGAR: Well, X think that the 

approval. should be as I stated earlielc, for a 

specific lower age limit. 

DR. WEISS: Okay= Which will be 

discussed. Okay. Are there any ather? Yes' Dr. 

Bradley? 

DR* BRADLEY: We have the example of one 

four-year-old where the capsule actually ruptured 

because of implantation of the ring. Are there any 

data of successful implantations in these young 

children? 

DR. LIEPRI: Bernie Lepri. At this point, 

MXLLER ~E~~~T~~G ~~~~~~~ INC. 
735 8th Street, S,Ea 
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E have no data submitted on the use in pediatric 

>atients. The only thing that T have avai9abI.e was 

;hat Xitexature article which proposed the various 

:ypes of complications that were ex erknced in 

:hat one particular case. 

DR. BRADI;EY: So the reason I'm asking 

:hat is Ym wondering is it actually 

:antraindicated for ycsung eyes or is it jrrst that 

fou have MO information? 

DR. LEPRI: At this point, we have no 

information, but what the article suggests is that 

it should be contraindicated. 

DR. WEXSS: Dr. RosenthaX, 

DR, R~~~~T~A~~ Well, f30rry * Yeah, 1: 

think the panel should make a recommendation. X 

nean there are two ways to approach this. Qne 

there is no information, and hence you leave it to 

the practice of medicine. 

Two f there may be a contraindication and 

you put that in the labeling, so that he CUT she wha 

does use it uses it at their own risk. 

DR. WEISS: Dr. Matoba. 

DR. MATQBA : I just want to point out that 

in the labeling under contraindications, the fi333-t 

one fs during the first year of life implantation, 

&IIILLER REPQRTLNG COMBW, INC. 
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Washington, D*C* 20003-2802 
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and that implies somehow that after that it% okay. 

4nd I think we need to address that and decide , 

ahether we want to keep it that way or change it QT 

increase the age. 

DR* WEISS: Any further discussion on. this 

issue? Xf not, I wanted to ask the panel. in view 

3f the fact there is a line by Line list, wish list 

of additfonaf data needed from the spansor, does 

the panel feel that there would be any help from 

additional analysis on the existing cohort, the 

cxiginal 70 plus patients, regarding vitreous lossI 

dislocation of the nucleus, ability to implant a 

posterior chamber IQL, or the requirement for a 

dilated exam to evaluate cent-ration at specific 

time after the implantation of the ring, namely one 

3r two years down the line? 

35 Grimmett. 

DR. GR~~~~TT: Mike Grimmett. Certainly J: 

wauld endorse the fourth one regarding dilated exam 

to evaluate centration. And the other issues sound 

reasonable. I think additional, data to help 

solidify the issues would be help 

DR. WEISS: Any other ~~mrne~ts from the 

panel oxt this issue? 

DR- VAN ALTAR: Ms. Chairman, we don"t 
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:now if the dilated examinatian was not dirge. We 

iUSt dOl3”t knOWf and if it were tee> be determined by 

:he sponsor that all of these examinations were 

Klated examinations, then that would be helpful ta 

CXSiOW v 

DR. WElSS: any other comments from the 

panel? If r-AC& I think wecve dealt with thr; 

questiona at this point, and we"re going to proceed 

LO the open hearing, then the FDA and the sponsor 

closing discussions, before the farmal proposal and 

the vote. 

OP'ENl PUBLIC HEARING SESSION 

DR. WEISS: No comments 1 see far the open 

public hearing. So we'll then go on to the FDA. 

DR. SUGAR: Can I interrupt? 

DR. WEISS: Yes, Dr. Sugar. 

DR. SUGAR: Is this where we deal. with 

labeling or do we do it later? 

DR. WElSS: We can talk about labeling now 

if you would like. 

DR. SUGAR: 1 just-- I don't think that 

we've adequately dealt with labeling. The labeling 

that they have in PM Module 5, Exhibit F-1 is 

certainly inadequate, and there is no evidence of a 

physician information booklet, 1 don't know if 

MILLER RE~~R~~~~ COMPASY, INC. 
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there should be a patient information booklet. 

But 1 think those things need ta be 

discussed, and I"m happy to do it at your-- 

DR. WEISS: Why don't you begin the 

discus&.on? 

DR. SUGAR: 1 just did. 

DR. WElSS: Maybe you want to continue the 

discussion. 

DR. VAN METER: We have a problem--Van 

Meter- -we have a problem with the patient 

information booklet. If most of these arf; a 

decision-- are implanted based on decisions made 

intraaperatively, and maybe it's feasible to get 

preoperative consent, you know, for a whole lot of 

patients, and maybe not use the device. ut T 

think that seems kind of unwieldy. 

DR. WEZSS: What about giving them a card 

that you would get like for an SQL SO that you know 

that this has been implanted? 

DR. VAN ETER: Historically has that been 

sufficient for the agency if the patient has 

received a card saying this device has been 

implanted? 

DR. R~~~~T~A~: Well, they've done that 

with IOLs for-- 

MILLER REPORTTNG COMPMY, INC. 
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MS* T~UR~TU~: Can yau come ta the podium, 

Ionna? 

-OR* R~~E~T~AL~ 1 must fiave misunderstood 

&at you- - 

MS. LOCHNER: 1 was just going to comment. 

rhis is Donna Lochnerl 1 was going to comment that 

;he patient implant card and patient labeling are 

really two different &SSU~S~ and shouI.dn"t--f dan't 

think cme should be seen as a replacement fax the 

xther, certainly not with IULs. That was never the 

intention, and, in fact, fur example, with mufti- 

focal. TOLs, the panel. felt, FDA felt. that patient 

Labeling was important and was provided by that 

apansor. An implant card also was provided. so r 

30nft think the two are mutualfy excUuCve. 

DR* WEISS: Well, then maybe we can 

discuss whether or nut there should be a patient 

labeling book to start out with. Why don't we 

start that discussion? Dr. Van Metext do you have 

an opinion on that? 

DR. VAN ALTAR: I mean X don't really see 

the patient labeling as a crit-ical issue here, I: 

think a patient can be informed, but most patients 

will leave it up to their surgeslr to do the 

procedure the best way they can. 
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information becomes far 

iore important than patient infarmation if a 

mtient has had it put in, but I caWt see a 

>atient making a reasonable decision that, no, I 

kmft want this device, 

DR. WEXSS: Okay. Dr. Sugar. 

DR. SUGAR: I agree. 

DR. WEr"SS: Okay I It looks Zike the panel 

nostly agrees with that. So we'll forgo discussion 

2f patient information booklet. What about what 

should be placed in a physician information 

oaoklet? 

DR. SUGAR: Is physician information 

booklet considered labeling? It is. Okay. Yd 

like TV--- 1 think that there needs to be specific 

data in the physician information booklet OM 

outcames. That is the data that we've been asking 

for and have gotten in a very mixed way needs to be 

solidified in a better way and presented in the 

physician information booklet. 

We need specific information in the 

booklet on insertion techniques. I think tkere 

probably should be information on removal 

techniques. I think that there should be specific 

information on sizes available and recammendations 
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:oncerning size selectian w ich J: sus.pect there i-s 

LO data for, but T think that if you make three 

iifferent sizes there must be a reason. 

And at least present substantiation far 

Alat. I think there should be data on the adverse 

events that accurred in tkre at least 6019te X. and 

3ore II* 

VAN METER: Joel F you Left out 

EpX4ifiC indications for use which I presume was an 

nersight. 

DR. SUGAR : We listed the specific 

indicatiuns for use, but we could sub-define that 

in the labeling. You know what Pm saying? 

Examples include pseudsexfc3liation syndrome, 

Marfan syndrome, traumatic, lens subZuxation. 

DR* VAN METER: Okay. 

BR* WEISS: Dr. Grimmett. 

DR* ~~~~~E~~: Mike Grimmett. In the 

outcome data, Dr. Sugar, I would e inter-ested in 

seeing a better del.ineation of why 40 percent lass 

or worse than 20/40 best corrected visual acuity. 

That type of data yaWre intending to be included 

in there as well.? 

DR. WETSS: Dr. Sugar? 

DR. SUGAR: I agree that there should be 
I 
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lata on visual acuity autcamf;s, and X ~~~s~m~ that 

:he spansor will want to have an explanatian fsr 

rhy that accurred. 

DR. VAN ALTAR: That would fad1 under 

x3mplications. I think best carr;ected acuity worse 

zhan 20/40 might be listed in the complication 

sectian* 

DR. ~R~~~~TT: Either way as long as-- 

4ichaeP Grjmmett-- either way as long as it makes it 

into the physician booklet, so they have a fee1 far 

rj7hy a significant percentage of these patients are 

below what we would rout!knely expect wlitfi cataract 

surgery. 

DR. WEISS: Maybe we could have you Zist 

#hat you consider adverse events in terms of I 

3on8t think this sponsor defined vision worse tfian 

20/4Q as an adverse event. So it wuuldn"t have 

been considered a complication. 

So what would you--you mentioned 

previously, Jc~el, uveitis and-- 

DR. SUGAR : ZTveitis, cystoid macular 

edema. There was one case of phtkiisis k~ulbi, and 

in previous, if I'm allowed to mention chat, the 

previous approvals, we have asked--wefve had the 

spons;ar list that they had so many retinal 
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etachments, so many whatevers, and the explanation 

;QT it (not felt to be device related), but 3: think 

hat like you see in the PDR where you list all the 

,dverse events that occurred and the explanation 

ior them, it makes sense. 

DR. WEISS: SO in this case, you'd be 

Asting -uveitis, CME f phthisis, retina9 detachment+ 

DR. SUGAR: There was one BRVO and one 

Fitreaus hemorrhage, and then this means her 

;pecialty. So we should list the glaucama 

nHxomes- 

DR. WEfSS: And the aspect of patients who 

%ad wurse than 20fQO visionc do you want to--where 

gould you Like to place that? Where would anyone 

Like to place that? 

DR. SUGAR: Oh, I think as long as it9 in 

there, I darPt care what section it's under, but-- 

DR. VAN METER: Van Meter. YoWd also 

#ant a section on explantation numbers, and 

indications for explantation as well as why and how 

to do it. 

DR. WEZSSj: Dr. Grimmett. 

DR. Mzike GrLmmett. At least 

fur refractive surgery lasers, I know that the FDA 

has a checklist/guideIines and they define what are 

MILLER REPORTIMZ C~~~~~~ ZNC. 
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adverse events and complications with a 

comprehensive list, and I'm not sure. Probably 

such a thing exists for intraocular lens grid stuff 

as well. So there may be other adverse events that 

should be considered. I just don't have that list 

in front of me. 

DR. WEISS: Dr. Sugar. 

DR. SUGAR: Well, generally in studies, if 

a patient dies during the study, thatfs an adverse 

event. We have to tell our IRB. We have to tell 

the FDA. And I assume that alI of that data should 

be compiled in a readily manageable way which we 

haven't seen. 

DR. GRIMMETT: Right. 

DR. WEISS: Anything else that anyone 

would want to propose for putting in physician 

ooklet? As there is no recommendation for a 

patient information booklet, is there any feeling 

on whether the patient should receive a card such 

as with an IOL? Dr. Bradley? 

DR. BRADLEY: Just coming back to your 

last question whether there‘s any other information 

we think should be included in the hysicianfs 

booklet? 

We have previously this afternoon made a 
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ecommendation that the sponsor generate scme 

dditional information that was missing in the 

rigi-nal submission, and there may be pertinent 

esults that emerge from that analysis that would 

be important to inelude in the physician's 

.nformation guide. 

I just wonder haw we deal with that. 

DR. WEISS: I would be asking Dr. 

:osenthaZ the same thing. Tf anything, any 

.mportant trends are revealed after the submission 

>f the additional data that we've requested, would 

:here be a mechanism that that could be placed in 

zhe physician information book? 

DR. ROSENTHAL: Absolutely. Sf additional 

analyses are requested and raise issues, they will 

3e put in the physician information. 

DR. WEfSS: Any other? 

Elp. ROSENTHAL: Exc!use me. Even if they 

fkmft raise issues, they will probably be put in 

the patient information-- the physician information 

booklet. 

DR. WEISS: Any other issues that anyone 

wants to raise at the present time on the panel 

regarding labeling? 

DR. MATOBA: Alice Matoba. Again, under 
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contraindications, the first contraindication is 

insertion during the first year of fife, and I 

think --do we go on to that? 

DR. WEISS: Yes. 

DR. MATOBA: You said labeling? 

DR. WEISS: Yeah, that's fine. 

DR. MATOBA: Okay- So now it seems to me 

that that somehow impl.iea that after the first year 

of life, there is no --that age is not a 

contraindication, and I would like some discussion, 

DR. WEISS: L)o you have an age that you 

want to propose that after this it wouldn"t be 

contraindicated? 

DR. I'd like to ask the primary 

reviewers what they think of pediatric-- 

DR. VAN METER: J think that probably 

under two or three or four years would be better 

than one. And I guess I can see in. some children, 

under the right circumstances, if a child had one 

or two hours of zonular dehiscence from a 

traumatic, from blunt trau a, I can see a real 

indication for, you know, trying to put in a 

posterior chamber fens rather than an intracap with 

a sutured lens or an anterior chamber lens. 

So f think I would like to leave this up 
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to the surgeon@s discretion. Maybe saying it93 

cantraindicated in the first,, you knows seven or 

eight years of life, and then after that, surgeon% 

discretion. 

We have no data for this mind you, but-- 

DR. SUGAR: There were nine quote 

*adolescents." fs that correctI Roger? 

DR* VAN METER: Well j they were 12 to X.9; 

weren't they? 

MR. WELCH: More than that in the total. 

Those were the nine that received the Type-- 

MS, THORNTON: Mr. Welch, would you please 

come to the microphone? 

MR. WELCH: Excuse me. Yes, my apologies. 1 
r-rid Welch. There were only nine in the group that 

received Type 14 rings. 

DR. SUGAR: What was their age? 

MR. WELCH: Beg your pardan? 

DR. SUGAR: What was their lower age 

imit? 

MR, WELCH: The age? 

DR. S&AR: uh-huh. 

MR. WELCH: Ran from three years to 16, 

17, There was one 17 years old in that. 3 would 

like to add an additional piece of information that 
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is relevant to this subject because of what you 

brought up. 

Marcher is well aware of the distinction 

between the child and the adult and has been 

working on the development of a ring fur that 

particular purpose. It is not a part of this 

application. This study was speci ically limited 

to the 18 and over and we tried to limit it to 

that. 

These were special requests made by 

individual surgeons for the implantation and thatIs 

how we wound up with this number, So it92 never 

been submitted as a part of the application. 

DR, SUGAR: So you're requesting age 28 or 

over for this? 

MR. WELCH: Beg your pardon? 

DR. SUGAR: You're requesting age 18 and 

over for this approval? 3: didn't understand. 

MR. WELCH: I still didn't understand. 

That would be a separate request. 

DR. SUGAR: No, IQX aware of that. But in 

this proposal everyone was 18 or 01 er except for 

is separate group of quote #radolescents.8J Thank 

goodness adolescence doesn"t begin at age three. 

So I don't understand. The data we've 
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eviewed has, I thought, segregated out nine 

latients that we didn't get specific listings on. 

MR. WELCH: The nine patients are not 

.ncluded in any of the data that you received, 

DR. SUGAR: Okay. So the ata we received 

,s all people 18 years of age or older? 

MR. WELCH: Yes. 

DR. SUGAR: Thank you 

DR. WEISS: Okay. Dr. Matoba and then Dr. 

3radXey* 

DR. MATOBA: Then perhaps under 

indications, we should put 18 years old and then 

eliminate first year of life under 

contraindications. 

DR. WEISS: Yeah. I think there is 

consensus on the panel for that. r. Bradley, any 

additions to that? No. In addition to any other 

labeling issues, any other issues on this x? 

the panel would like to bring up at this point? 

Yes, please. 

MS. SUCH: Glenda Such. I just wanted to 

state that the addition of giving the patient a 

card- -you had brought that up earlier and then we 

went back for a moment. I do think that's an 

important thing, especially given that we do not-- ? 
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.on"t think that a patient necessarily needs to 

:now what device is being used at this point, with 

-his type of device. 

However f 1 do think, especiafly given that 

re don"t have long-term study information an this, 

;hat the patient should be given a card to say what 

it is, because we just don/t know what's down the 

Line. 

DR. WEISS: Okay. Thank you. 

DR, SMSTN: Janine Smith. There are three 

>ther things listed under contraindicatians that we 

laven't discussed. The second one was chronic 

xveitis, progressive eye diseasej which is very 

vague, but then in parentheses [diabetic 

retinopathy), uncontralfed glaucoma, and operative 

complications. 

Are there panel members that think that 

those contraindications should remain on the label? 

ecifically prugressive eye disease is very vague- 

DR. VAN METER: But most of the 
i 

complications with this device will come from the 

intraocular surgery and the cataract extraction 

itself. Given the leeway between whether you put 

the device in, you know, other than deciding 

whether youYe going to put the device in before 
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you do anything, right after the capsulotamy or 

right before the lens implant goes in, which is a 

pretty wide range of options, I don't see that 

those other things necessarily influence. 

I think the diabetes has nothing to do 

with this device. And I think the glaucoma has 

nothing-- I really don't think the device causes 

glaucoma. 

MS, T~~RN~~N: Dr. Van Meter8 please speak 

into the microphone. 19x1 getting reports on you. 

DR. VAN METER: e contraindications that 

are listed in the sponsor~s directions for use 

specify diabetesI glaucoma, lsveitis and progressive 

eye disease. 

And I think the decision whether or not to 

use the devicei is really going to be is cataract 

surgery appropriate in light of these other things? 

I don't see that the device is necessarily 

contraindicatedW 

DR. SMITH.: So then you're--Janine Smith-- 

suggesting that those three statements are 

unnecessary in the contraindications, and we 

removed age from under contraindication to 

indication. So there would be no contraindications 

listed. 
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DR. VAN METER: Well, if the sponsor wants 

o make those contraindicatkons, that's fix~. 

DR. SMITH: If the sponsor wants to. 

DR. VAN METER: I'm not suggesting we get 

*id of these, but f guess I don"t see any reason to 

,e too concerned about the contraindications to the 

tevice t because 1 think we?re more concerned about 

;he contraindications to intraocular surgery wUzh 

:hese diseases. \ 

DR. SMITH: Right. My 0nl.y concern-- 

Tanine Smith- -would then be a physician who wants 

I.0 use it, if this is on the label in the setting 

Kit diabetic retinopathy, which I agree 3: do&t 

3ee any reasun why you shou2dn"t be using it in the 

Jetting of diabetic retinopathy, then there is an 

information packet that says you shouldn't be, 0 

sther people feel that it would be-- 

DR. WEISS: Dr. Ho. 

R. HO: Yeah. I think that, you know, 1 

envision this device if it's approved as a tool for 

the cataract surgeons, at least in my practice, for 

those patients that have had prior vitrectomy, and 

would Like to see that excluded from 

contraindication because 1 think that could put a 

surgeo in a very uncomfortable position if he felt 
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:hat was in the best interest of the patient. 

DR. SMIETH: ThaYs what I was saying. 

DR. WEISS: So it saunds like there's 

zonsensus among the panel that the 

contraindications that were listed by the sponsor 

3e removed and that &he age be listed as originally 

proposed by the sponsor of 28 and older. 

\ I would ask the panel if they would want 

to consider or if there was any consideration of 

2utting a contraindication there ot to be used for 

II x f1 hours or more of zonular dialysis or 

Sehiscence. For example, if a patient has 11 clock 

hours of zonular dehiscence, one ight not want to 

consider this, or would you prefer to have that put 

elsewhere? 

DR. VAN METER: Van Meter. I'd like to 

have that read as sponsor's suggestion that it not 

be used for more than four clock hours of support. 

MR. WELCH: That I'd have to check with 

the manufacturer. T'm not clinically qualified to 

answer that question. 

DR. KU: Allen Ho. 

MR. WELCH: Ifm perfectly willing to ask. 

DR= HO: And I think I should. And 

specifically I would ask that if there's any 
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.nformation from those implantations that were 

tborted at the time of surgery, those are, you 

:now 3 particuLarly instructive cases. And if 

;here's data on that, that might be, you could just 

xesent what you have. 

1 don't think you have enough information 

x2 say. My sense is you wi3.1 not find enough data 

:o support clock hOursI and I would question the 

?eliability of counting cfock hours of instability. 

3ut there needs to be something to the surgeons 

sith the spirit that, you know' you don't want them 

LO use thi.s when they think there is a very 

iznstable bag because it's nut going to help you in 

that situation. 

DR. WEISS: Well., Dr. Ho, in that 

situation, if a sponsor doesn't have the 

information here, then he can give it to us at a 

later time. We c6ul.d put it in one of our 

conditions. 

Mr. Welch, you can sit back again and 

thank you for helping us out with thuse questions. 

Are there any other comments from the panel or 

concerns, labeling or any other issues? 

Jf not, we will then--yes, f)r- Bradley. 

DR. BRADLEY: Just a general comment to 
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nake. Given the amount of time and effort and 

lndoubtedfy money that has been invested in this 

product in the attempt to get it TV market; it: 

;eems so disappointing that the quality of data 

3cquisition and the type of data that are acquired 

snd the presentation format fell. so far short of 

the normal. standards that we would require to 

evaluate a product. 

And it makes me want to recommend to this 

sponsor and other sponsorsI too f that they look 

very carefully at their experimental design, and 

afso very carefully at the way they present their 

3ata, and I think they can expect a much better 

quality evaluation by this panel if those two 

things are taken care of. 

DR. WEISS: We're going to move to the 30 

minute open public hearing session. 

3O-MINWTE OPEN PWBXaIC HEARZNG SESSION 

DR. WEISS: If there are any comments or 

anyone wants to approach the podium. Hearing no 

interest in that portion, wefre going to proceed to 

the FDA closing comments for five minutes. 

FDA CLOSING COMHENTS 

DR. WEfSS: Does the FDA have any comments 

to add at this point? so. Then, we will then 
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rroceed to sp0nSor clUSi.ng ~O~l3e~tS for five 

d.nutes before the voting optiUns are read. 

Sl[SONSO'Et CLOSING COMMENTS 

DR. WEISS: Dr. Steinert. 

DR* STEIMERT: Thank you very much. I: 

vilf attempt to be very brief here. First of all, 

~?d Eke to start out by saying that I think FDA, 

:he panel, the sponsor, and the investigators all 

agree that the study design was imperfect, and 

diere are many interesting questions that we can't 

mswer that we would like to have answers to. 

On behalf of the spunsoq especially I'd 

like to extend OUT profound apologies for the data 

iIX.ZO~SiSt@~~ieS and the multiple revisions. You do 

deserve better, and that's been loud and clear. 

The sponsor has asked me to emphasize that these 

mistakes, although they are very frustrating, and P 

do apologizeF they are unintended, 

We'd ask you to look past the flaws and 

focus on the merits of this device whickr when al.3. 

is said and done is a simple and straightforward 

ring of PMMA. And ask yourselves whether our 

patients are better served by ongoing lack of 

access to the cornea1 tension ring unlike the rest 

of the international ophthalmic community? 
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We do think that the clinical trials, as IFI 

said earlier, do reflect the overall worldwide 

positive experience with the ring, And however 

flawed, the investigation does provide reasonable 

support fur conclusion that the ca sular tension 

ring effectively stabilizes the capsular bag in 

cases of weak or partially absent zonules, reducing 

the rate of serious complications such as vitreous 

loss, dislocation of the nucleus, which to the best 

of my knowledge did not happen in one single case 

of these very impaired patients, or inability to 

implant a PC IOL. 

Now, 1 absolutely agree with Dr. Bradley 

and Dr. Grlmmett and everyone else that this is not 

the kind of a study that you feel proud of, this is 

not the kind of study that you think is going to, 

you knowr fill you full af glory and you would be 

kicked around at ARVO presenting this kind of 

study. 

There is no question about that. We all 

know that the only way to rigorously measure 

efficacy in this type of a surgical investigation 

ixa truth would be a controlled, randomized 

prospective study, but this is a high standard t 

is not typically required by FDA in TDE 
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.investigations and not required in advance in this 

study. 

So the best we have is historical data and 

clinical experience, an+ that's what youFve been 

asked to bring to bear, and 1 think everyone is 

struggling to do that. 

The centration issue I tried to address in 

the initial resentation. lrJk1 just repeat that ta 

the best of my knowledge, there is no practical 

technology to rigorously measure centration, and 

-for better or worse, centration in 101; studies is 

regularly assessed subjectively. 

1% a little concerned about the emphasis 

on the dilated versus undifated examI because I can 

tell you even if they"re dilated, it's a poor 

subjective measurement. It isnFt that good. Xt's 

the best we have practically speaking, and 

certainly the best we have- -we can't go back five 

years on this. This is the way it <was, and in the 

future perhaps we could set up some very exotic 

technical way of testing this, but in the real 

WOrldF that9 pretty tough. 

1 don"t believe that we've seen any 

significant safety ccmcerns that could be 

reasonably attributed to the ring. And that is in 
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part because we aifl know that these are patients 

with high risk pre-op pathology. 

With specific response to this issue of 

best corrective visual acuity less than 2S/40, I 

was distressed at the presentation that based on 

data submitted coming up with different numbers 

than I presented because, you know, although as I 

said, J: picked this up very Late in the game, X 

still feel responsibiJity.for what I say. 

Arzd over luncht we went back cover that, 

and of course we don't have all of the data base 

here so I can"t tell, you for sure, but the sponsor 

and his agent--welk, the sponsors agent has 

assured me that the data that I presented did come 

from the raw tabulations and is accurate, and so 7: 

just summarized it again here. 

Our numbers are 12 out of 66 of Phase I 

core, and 26 out of 257 Phase If core, and 32 out 

of 169 independent for 18, 17, 29 percent are the 

best cxxrecteds under 2Q/4O. 

Now Joel Sugar and others pointed out scme 

of the problems in the reporting. If you look at 

the tabulations and you lcmk at the diagnoses, 

they're all over the place. There are two or three 

that 1'11 lump under posterior capsular opacity. 
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There are a couple that are all under macular 

degeneration- 

That came about because the post-op data 

report forms didn't force people into categories. 

It was a blank item and people jtrst wrote 

down whatever word came into their head, so yuu 

know we had epiretinal. membrane. We had macular 

hole 'I We had traumatic maculopathy. We had 

unspecified maculopathy, and this is u~f~rtu~ate~y 

the way the data came in- 

And su those have all been--in the data 

that I've presented to you was lumped into 

reasonable clinical categories as best I: could ma 

the out F and thats what I presented to you, 

So I think these are the accurate bombers, 

but certainly this aLI. should be resolved. But 

this certainly regardless of the exact number, I: 

don"t believe there"s any indication that there was 

lass of best corrected visual acuity due to an 

effect of the capsule tension ring. 

The other point that I think has to be 

kept in mind is that there is no approved alternate 

device or technique and the issue of scleraf 

fixation come up, but you have to remember, there 

is no IQL approved for transcleral suture fixation. 
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‘rhat to the best of my knowledge is an Q 

label use by surgeons. And what we're looking for 

here is an approved method of reducing the rate of 

complications. And that's who we've come up with 

this single indication and, you know, wordsmit~i~g, 

I believe the sponsor is very o en to any 

suggestions* 

This is not --there's no resistance to 

ositive suggestions at all, but to try to 

encapsulate it, so to speak. I think what we're 

talking about is stabilization of the lens capsule 

to assist cataract surgery in the presence of weak 

or absent zonules or relaxed capsule, 

I think that's the beginning and t 

of what we're asking for today. And we thank you 

very much for your forbearance and your 

consideration. 

DR. WEISS: Thank you, l3r. Steinert. At 

this point, I would ask a motion to be made from 

the floor concerning this PMA. Dr. Sugar. 

DR. SUGAR: I'd like to recommend that P 

NO, PO10059 be considered approvable with 

conditions for stabilization of the crystalline 

lens capsule in the presence of weak or partially 

absent zonules. The conditions we' 1. then discuss 
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afterwards, 

DR. VAN METER: Second. 

DR. WEISS: So we have a motion on the 

foor for conditionaf approval of PMA EVXI.0059. 

Sa1U.e will read the voting uptions 

Voting Options Rea 

MS. T~~R~T~~ : Just in case you're 

interested, The Medical Device Amendments of the 

Federal Food, Drug and Cosmetic Act, as amended by 

the Safe Medical Devices act of 1990, allows the 

Food and Drug Administration to obtain a 

recommendation from an expert advisory panel on 

designated medical device pre-market approval 

applications, or PMAS, that are filed with the 

agency. 

The PMA must stand on its own merits awed 

your recommendation must be supported by safety and 

effectiveness data in the application or by 

applicable publicly available information. 

Safety is defined in the act as reasonable 

assurance, based on valid scientific evidence, t 

the probable benefits to health under conditions 

and on intended use outweigh any probab3.e risks. 

Effectiveness is defined as reasonable 

assurance that in a significant portion of the 
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pC?pUlatiOn, the use of the device for its intended 

uses and conditions of use when labeled will 

provide clinically significant results, 

Your recommendation options fur the vote 

are as follows: 

Approval if there are nu conditions 

attached. 

Approvable with conditions* The panel may 

recommend that the PMA be o-und approvable subject 

to specified conditions such as physician or 

patient education, labeling changes or a further 

analysis of existing data. Prior to voting, aI.1 of 

the conditions should be discussed by the panel. 

Not approvable. The panel may recommend 

that the PMA is not approvable if the data do not 

provide a reasonable assurance that the device is 

safe or if a reasonable assurance has not been 

given that the device is effective under conditions 

czf use prescribed, recommended or suggested in the 

proposed labeling. 

Following the voting, the chair will ask 

2ach panel member to present a brief statement 

xxtlining the reasuns for their vote, 

Thank you, Jayne. 

DR. WEISS: Thank you, Sallie. Dr. Sugar. 

MILLER REPORTISG COMPISNY, INC. 
735 8th Streetf S.E. 

Washington, D.C. 20003-2802 
(202) 546-6666 



vsm 

1 

2 

3 

4 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

PANEL R~~~~~~~~A~~~~~ TAREN BY VOTE 

DR. SUGAR: Can I restate my motion? Pm 

changing. I'd like to recommend that the PMA, the 

rzlmber we"ve already stated, be considered 

ipprovable with conditions for stabi3Azation of the 

xystalline lens capsule in the presence of weak or 

martially absent zonules in patients age 18 years 

3r older. 

WEfSS: Do we have a second? 

DR. VAN METER: Second. 

DR. WEISS: At this point, I would suggest 

that we now make a motion to introduce each 

separate condition, go on to second that, and 

d;riscuss those motions one by One, and vote on them. 

DR. VAN METER: Do we have a list of those 

already? 

DR. WEZSS: We do have a list. The first 

at perhaps we can ring up iis the physician 

information book unless there's--Joel--labeling 

issues * 

DR. SUGAR: Okay. We also need data 

presented to-- what I would li e to see as a 

condition that data be presented to physician 

members of the panel, not just the agency, with 

listing of li.ne item data on patients, all. patients 
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in Core f and Core II, inchding patients with 

glaucoma, uveitis, whatever other complications we 

fisted, also specificalLy all patients who have had 

acuities 2Q140 or better preoperatively, and all 

patients who had worse than 2Of40 vision post- 

operatively. 

I)R, WEZSS: Is there any second of that? 

DR. SMZTB: Second. 

DR. WEISS: Any discussion, vote? Does 

everyone agree? If you agree, raise your hand, 

[Show of hands,] 

DR. WEISS: Okay. 

DR. ROSENTHAL: This is Rosenthal. Could 

I just ask you to read the first part of that 

motion? 

DR. SUGAR: Sure, I can't read it because 

f didn't write it. 

us. 

DR. WEISS: Dr. Grimmett is scribing for 

DR. ~R~MME~~: As 1 scribed, Mike 

Grimmett. Dr. Sugar asked for data presented to 

some physician pane1 members, perhaps as a homework 

assignment-- is that what you intended? 

DR. SUGAR : That was my intent, yes. 

DR. ROSENTHAL: Thank you very much. 
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That's satisfactory. 

DR. SUGAR: Okay. 

DR. WEISS: Su that motion passes, 

MS. THORNTON: Pm sorry. lCve been 

informed that you need to say your vote for this 

rather than a show of hands. Is hat correct, 

ancy? Okay. 

DR. WEISS: So then I"12 start with--we8re 

referring to the motion-- 

DR. RQSENTWAL: Wait. 

DR. SUGAR: For each labeling condition, 

we have to-- 

DR. ROSENTHAL: This is Rosenthal. I 

don't think we have to do it for each condition; do 

we? We generally just have a show of hands, but-- 

otherwise, it could take us three hours to go 

through this. 

MS. T~~R~~~~~ May we use a show of hands 

fur each condition, and we'll. poll the panel width 

the final vote. 

DR. ROSENZ'HAL: Final recommendation. 

MS. THORNTON: Okay. 

DR. WEXSS: Condition number one has been 

agreed to by the panel, Are there any other 

conditions that any members want to propose? r. 



VSEI 

1 

2 

3 

4 

5 

6 

184 

Sugar? 

DR. SUGAR: I'd like to ask Dr. Grimmett 

to review what we've already listed as physician 

informatian boaklet and labeling. 

DR. GRl~~ETT: This is Mike Grimmett. 

Jayne Weiss was scribing a lot of the things we 

discussed, 

DR. WEISS: e other things that yaw. had 

listed previousfy, Joel, were in addition to Mine 

item on pre and post-op acuity, better and worse 

than 20/40, also all complications including 

iritis, CME, retinal detachment, branch vein 

occlusion, phthisis, aI-1 patients who had broken 

eyelets, all lenses removed or all of these devices 

that were removed, what types of lenses that were 

placed--plate, IQL, acrylic or other types--an 

intraoperative estimation of the zonular integrity, 

an evaluation of a lens disfocation done post- 

operative in a dilated exam, the number of patients 

who were high myops amzd whether dilated exams were 

performed, and also information about the different 

sizes of the rings used and data ta suggest to the 

physician the use of the sizes. 

DR. SUGAR: That was the labeling stuff. 

The other was data acquisition. 
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DR. WEISS: Those were what I had listed 

when you were making your review of the line item 

information that you wanted. 

DR. SUGAR: So weYe talking about that 

for physician information now? 

DR. WEISS: No, we haven't moved on ta 

physician information. This was just the line 

item. 

DR. SUGAR: Okay. This is specifics. 

Okay. So it should be complicatiorm and adverse 

events. 

DR. WEISS: Okay. Dr* Matoba and then Dr. 

Bradley. 

DR. MATOBA: Are we still on the line item 

because 1 wanted to add the intraoperative estimate 

of the number of intact zonules. 

DR. WEISS: Y&S, we're still on the line 

item. 

DR. SUGAR: That's already on the list. 

DR. WEISS: I think we should be doing 

this item by item because this is getting a bit 

confusing and unwieldy here. So why don"t we have 

a motion for each item you want to have included, 

and we'll have that motion seconded and voted on, 

and we'll move on. 
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So from what I understand, atoba, can 

you introduce the item about the lens zonular 

integrity that you would like? 

DR. MATOBA: fnformation for each patient 

in the intraoperative estimate by the surgeon of 

zhe number of quadrants intact on zonules. 

DR. ~c~A~~~~ Second. 

DR* WE3CSS: Can X have a vote on this 

item? All in favor raise their hands? 

[Show of hands.] 

DR. WEISS: So this item passes I wauld 

suggest that of the items that yuu ask me to 

repeat, Joel f any of those items that any of the 

panel members want included, they should make a 

separate motion to include those items before we 

get on to the physician information booklet, 

DR. BRADLEY: Jayne, you have the list 

there. Can you just gu through them one at a time? 

DR. WEISS: We had information, further 

information- -this was also as a suggestion for the 
, 

physician information booklet--as far as the 

specific complications. er af thase 

complications, including uveitis, CME f phthisis, 

retinal detachment, branch retinal vein occlusion, 

vitreous hemorrhage and glaucoma. 
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That/s already--Dr. Grimmett informs me 

that that's already in the motion that Dr. Sugar 

has already made and passed. Okay. 

Information about number of broken 

eyelets. 

DR. GRI~~~TT: ike Grimmett, That*s in 

Joel Sugar's under adverse events Wants to know 

all adverse events related to eat patient. That9 

in there. 

DR. WEISS: Okay. Information--Jayne 

Weiss again-- information about the types of 

intraocular lenses used. 

DR. GRI~~~TT: That/s laot in there yet. 

That's new, 

DR. VAN METER: I would move that we 

include information on the types of intraocufar 

lenses implanted with the ring in our data 

acquisition. 

DR. SUGAR: Second. 

DR. WEI:SS: And that is seconded by Dr. 

Sugar. Can we have a vote? Signify by raising 

your hands. 

[Show of hands.1 

DR. WEISS: This motion passes. The 

intraoperative estimation of zonular integrity was 
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aILready voted on and passed. 

Evaluation of lens position or dislocation 

done on postoperative dilated exam. That was 

another suggestion by Dr. Sugar. If SQmeOne would 

like to include that, a motion can be made. 

RR. VAN METER: 1 move that we gather data 

on postoperative dilated Icons decentration, 

DR. WEXSS: Is it seconded? 

RR, MATOBA : Second. 

DR. WEISS: Seconded by Dr. Mataba. Can 

we have a hands vote? Dr. Bradley. We have a 

discussion before we have a vote. 

RR* BRADLEY: There seem to be two things 

there. One is to report how many of the 

evaluations that already have been collected with 

ilation, and Dr. Van Meter is suggesting that 1 

think an additional dilated-- 

RR. VAN METER: Well, no, we want 

zkzformation on lens decentration baaed on a dilated 

exam. We don"t know if that information exists or 

not. If it does not exist, then we would request 

the sponsor try to get that information on those 

patients that have already had the device 

implanted. 

DR. WEXSS: Any further discussian as ta 
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whether if t is information is not in the present 

data collection whether it should now be required 

by any of the panel members? Dr. Bradley. 

RR. BRADLEY: Again, discussion on this 

particular topic, Let's imagine we collect all 

those data and it turns out, you know, in 75 

percent of the eyes, the lens was decentered by I- 

l/2 millimeters. What do we do at that point? I"m 

not quite sure what wezre going to do with these 

data. X mean we're concerned about centration, of 

course, but then what? 

DR. VAN METER: The truth of the matter is 

that data collection and analysis is really pretty 

separate from our approving this device anyway, 

because it's not being approved very much on the 

data that"s presented. / 

What data we have is helpful. Su if 

you"re saying is that going to adversely, you know, 

affect our judgment of this, probably not- 

DR. BRARLEY: Yeah. 1% thinking of t 

burden on the sponsar in this case, I think if 

they look at the data they have already collected 

and ind out what dilations are there, but for them 

to go out and collect mure data when f'm not quite 

sure what we're going to do with that data-- 
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RR* VAN rnETER: Okay. Well, this is van 

Seter speaking. I am very concerne about the long 

:erm stability of this device in an eye that has 

sonular instability because I think th,ereQ a good 

dance that this device if put in an eye with four 

zlock hours of zonular absence isn*t going to 

eventually dislocate. 

Now y it might be six years. It might be 

eight years. It might not dislocate. We don"t 

know. 

DR* WEISS: Jayne Weiss here. Therein 

lies the problem. What's going to be your final 

endpoint? Waw many years are you oing to require? 

DR, VAN METER: Well, do you have any 

other idea on how we can answer this question? Or 

do we just ignore the question? 

RR. WEISS: Dr. Bradley. 

DR. BRADLEY: It just seems to me that if 

they already have data on this, and if we can look 

at their data, and if there is some indication of a 

potentially deleterious lens decentration 

phenomenon that"s happening with this device, then 

we should be able to see that in the data perhaps 

they've already collected. 

RR. VAN METER: I don't think you'd see it 
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.n two years. 

RR. WEISS: well, the question is how 

+ng would you --you're basically I think talking 

shout post-market surveillance. 

DR. VAN METER: Well f there"s two things. 

>ne issue is post-market surveillance. At least 

zhe initial 75 patients. 

Another question is, you know, a dilated 

examination on everybody that's had the device 

Implanted, and I think that if it looks like 

zheres progressive decentration in everyone that's 

bad the device implanted or if the percentage of 

patients that have a decentered lens appears to go 

UP, then I think we have more justification fur 

post-market surveillance than we already have 

RR. WEI55: Well, 1 think the post-market 

surveillance, as you mentioned, would be a separate 

issue and a separate motion. But the motion as it 

stands- -would you be able to repeat that motian for 

us, Dr. Grimmett, the motion that we're about to 

vote on and then it went into discussion? 

DR. GRI~~~TT: Sure. Excluding post- 

market surveillance issues, the motion is line item 

data evaluating lens centration for postoperative 

dilated exams in patients that already exist, not 

MILLER ~~~~~~rN~ COHPmY, XNC. 
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Washington, B.C. 20(303-2802 
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Randating post-market surveillance* 

DR. WEISS: I think we robably could vote 

~xf. that as it stands and then go on to decisions 

&ether you need any other or you want arzy other 

further information required from t e sponsor- 

RR. VAN METER: Yeah, again8 I would like 

ko ask Ralph if you think this is reasonable 

because if it's really not going to make any 

difference-- weFre really working QM this device 

with anecdotal bits of data anyway, and one of the 

few places where we think this device is 

efficacious is being able to implant a posterior 

chamber lens and help maintain the centration of 

that fens thatQz implanted. 

But we don"t have data that the device 

mairatains lens centration. Because I personally 

don't think an undijlated examination is 

particularly meaningful if you're trying to look at 

lens decentratian. I mean anybody who has done 

cataract surgery can Look at a three miI..limeter 

pupif and you don't know where the fens is. 

DR. ROSENTHAL: Well, if you donFt think 

it93 of value, why do you propose that it be done? 

RR. VAN METER: I think you need to dilate: 

the patients to look at them. 
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DR. ROSENTHAL: But if the assessment-- 

DR. VAN METER: We dsn"t know if these 

patients have been dilated, 

DR. ROSENTHAL: don't know why I'm 

playing devil's advocate. I mean the panelists 

should make the decision what they feel will give 

them the information they require. 

DR* F7EIS5: Dr. Bradley. 

DR, BRADLEY: Yeah, again, I'm struck 

really with Dr. Steinertfs comments earlier, we 

have no quantitative way to evaluate lens 

centration in any rigorous way. And Xfm left 

wondering again a out so we find that the lens 

decenters by a millimeter and a half, what does 

that mean? And from my perspective, it means 

probably there will be some off axis, off 

aberrations with resulting minor loss of visual 

function. 

So the manifestation of this problem would 

appear in the visual function test, and I think in 

this study, high contrast visual acuity, but the 

actual noting lens decentration per se, I‘m not 

really sure w --would that change any evalrzation 

we had? Would we say yea or nay dependent upon the 

magnitude of lens decentratian? at93 what I'm 
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missing. 

DR. VAN PETER: Well, I guess my personal 

opinion is that lens decentration data in an 

undifated pupil is not reliable. 

DR. BRADLEY: And I concur. Thatfs true. 

So you go ahead and collect the-- 

DR. VAN METER: All we're asking for is a 

dilated exam. 

DR. BRADLEY: Tf it is reliable, what does 

it mean? 

DR* VAN METER: This whole issue would not 

come up if we knew whether or nut these patients 

were dilated, Mr. WeXch. If we knew whether ur not 

these patients were dilated for their examination, 

this issue would not come up. 

But it's been proposed that we don't know 

DR. WEISS: And Mr. Welch, there's no 

dialogue that actua1I.y goes on at this stage of the 

proceedings. 

DR. VAN METER: We don't know whether 

ese patients are dilated or natf and I'm just 

saying that a post-operative evaluation of lens 

decentration in an undlilated pupil is worthless. 

DR. WEISS: Dr. McMahon. 
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DR* McMA~~~: Yes. Tim McMahan. Befare 

carrying it further forward, and even the spunsar 

has indicated that the ability of the clinicians to 

measure this to any degree af certainty under any 

conditions is nat very goad, and my problem has 

been from the very beginning is that we have a 

primary efficacy outcome; that is not measurable, 

and so I would actually like to propose that they 

came back with something that measures efficacy. 

DR, WEISS: Well, we need to stay on this 

present motion, and we can vote un this present 

motion, and we can have different opinions an this 

present mation. That's allowable under the format. 

So I would suggest that we vote on the 

present motion since there seems to be a bit of a 

difference of opinion and then go on from there, 

and would ask Dr. Grimmett again to repeat the 

motion and then we can proceed, 

DR. GRIMMETT: The current motion is to 

evaluate-- we need fine item data to evaluate lens 

centration on existing patients with postoperative 

dilated exams. 

DR. WEISS: Everyone--Dr. Van Meter. 

DR. VA3N METER: One postoperative dilated 

exam in a patient would be better than nothing. It 
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would be nice to have serial posto erative exams f 

but if it is determined that a patient has had no 

postoperative dilated exams, which would seem 

unlikely in mast cataract ractices, since the 

Academy states that one of the guidefines is a 

postoperative dilated exam, but that information 

dues not appear to be here. 

And all we want is the sponsor does not 

have information on a postoperative dilated exam, 

it would be nice to have one, even if itCs three 

years out. 

DR. WEISS: So you would like to amend the 

motion and say that if the data is n;r=rt present, 

then that should be incumbent upon the sponsor to 

get the data? 

VAN METER: Yes. 

DR., WEISS: The motion was originally 

presented by-- 

VAN METER: Well, would you read the 

motion again, Mike? 

DR. GRI:MMETT: So we're not guing to 

separate i_t? We're going to-- 

DR. WEZSS: Well, Z would like to ask the 

mover of the initial mation of they agree with that 

amendment? And f want to determine who the mover 
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of this initial motiun is, Is anyone taking credit 

fur this initial motion? 

DR. BRADLEY: I think it should be 

separate votes. 

DR. SMITH: 4Ianine Smith. This was a 

condition under the original motion. 

DR, WEISS: For this, eat of these is a 

separate motion. There's a main motion. These are 

separate motions, and we can amend the separate 

motion if the mover of the separate motion agrees 

to it, and who proposed this separate mation? 

DR. ~R~~MET~~ If11 take credit. Mike 

Grimm&X. I made the initial motion, 

DR. WEISS: Thank you, Mike, 

DR. GRIMM~TT: To obtain dilated exam 

information regarding lens centratian. 1 da not 

accept the post-market surveillance issue in this 

original motion, 

DR. WEISS: Fine, So then in that case, 

what T would propose is that we vote on the motion 

as it stands before the committee, which is 

basically the data an those patients who have 

already had dilated exams as far as their 

centration goes, and perha s why don't you just 

restate the motion again, and then we can vote; on 
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DR. ~~~~~~TT: Bave the sponsor submit 

data regarding XWIS centration line item data 

regarding postoperative dilated exams. 

DR. WEXSS: Fine. 

DR* ~~~~~~TT: Xf it exists. 

DR. WEISS: And everyone in favor af tMs 

motian raise their hand, p3_ease. 

[Show of hands.] 

DR. WEJSS: It*s a tie, so in that case, 

I vote, and 7: vote for it, 50 it93 not a tie 

anymore. So that motion is passed, 

Any other? Wef1.1 muve on from that. 'We 

can go on to an additional motion if you want, 

i4OOdY f cmncerning the dilated exams, or we can just 

proceed through the couple of other items. WhY 

don't we just proceed through the couple of ather 

items on the Zist and then we can go back to the 

iss-ue of post-market surveF1lance. 

Another issue that was introduced by T)r, 

Sugar was information an lenses removed primarily 

or secondarily. Do Iz have that stated correctly, 

Allen? I: don't know if you meant--I'm sorry--&~& 

SWXY. I'm in Detroit obviously. My brain is in 

Ann Arbor. 
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DR. SUGAR: Xt was devices# not lenses. 

DR. WEISS: Okay. 

DR. GRIMMETT: Explants. We have 

explants We already have explants in the original 

motion regarding adverse events. 

DR. WELSS: Okay. So then we don?. need 

that. Post-market arena surveilbmce. That was 

another issue. Did anyone want to make a motion 

concerning? 

DR. VAN METER: 1 would like to move that 

we request post-market surveillance on patients in 

all three cohorts that have had the device 

implanted for five years. 

DR. WEISS: Does anyone second that 

motion? 

DR. CASEY: I second. 

DR. WEISS: Dr. Casey seconds that mot.ion, 

Arry discussion on that motion? 

DR. VAN METER: My reason for making the 

motion is my fear that the device even while 

stabilizing the Iens capsule or diaphragm may 

ultimately lead to- -does nut alter progression of 

zonular instability, and conceivably in cases of 

three to four clock hours of zonular absence might 

exacerbate or speed up additional zonular 
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DR- WEISS: Dr, Bradley. 

DR. BRADLEY: Just to clarify, S think if 

the device doesn't impede the development of 

zonular breakdown, whatever the mechanism is, that 

seems acceptable, because they're not suggesting 

that this is sort of a cure for zonular disease. 

This is just a tool by which one can implant the 

ZOL. 

DR. VAN METER: Well, here"s the reason 

because if you do&t use this device, then youcre 

conceivably doing a pars plana lensectomy or an 

intracap and putting in anot'fier lens which would be 

szxtured or implanted in the anterior chamber, and 

would not have the risk of, you now, dislocation 

of this lens into the back of the eye. So the 

alternative surgery obviates the complication. 

DR. WEISS: Dr. Rosenthal, 

DR. ROSENTHAL: The issue of post-market 

surveillance on the entire group might be 

considered overburdensome on the sponsor 

particularly when the original core ~~roup, the core 

I: group, was the group that was really the core 

and that the additional. groups were added on 

because of the enormous demand for the Lens by the 
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